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CLIA Model Letters

State Agency Letters

File name

SA Conditions out - AOC credible, standards remain,
Letter 1

SA Conditions out - AOC not credible, Letter 1

SA Conditions out - AOC not credible repeat
deficiencies, Letter 1

SA Conditions out - AOC request, Letter 1

SA Conditions out - AOC request, Letter 2

SA Conditions out - AOC request, Letter 3

SA Conditions out - no AOC, Letter 1

SA Conditions out - no AOC, Letter 2
SA Conditions out at FU survey - warning, Letter 1

SA failure to cooperate with survey refer to CMS,
Letter 1

SA failure to schedule survey last chance appt, Letter 1

SA failure to schedule survey refer to CMS, Letter 1

SA IJ AOC, Letter 1

SA 1J AOC, Letter 2

SA no deficiency, Letter 1

SA PT desk rev 1st unsuccessful AOC not credible,
Letter 1

SA PT desk rev 1st unsuccessful AOC not credible,
Letter 1A

SA PT desk rev 1st unsuccessful AOC not credible,
Letter 1B

SA PT desk rev 1st unsuccessful AOC not credible,
Letter 2

SA PT desk rev 1st unsuccessful AOC not credible
refer to CMS, Letter 1

SA PT desk rev 1st unsuccessful AOC request, Letter 1

SA PT desk rev 1st unsuccessful AOC request, Letter 2

SA PT desk rev 1st unsuccessful AOC request, Letter
1B

SA PT desk rev 1st unsuccessful AOC request, Letter 2

SA PT desk rev 1st unsuccessful no response warning
letter

Description

AOC credible, Compliance with Conditions verified at
follow up survey, standards remain

Conditions out — AOC submitted is not credible
Conditions out — AOC submitted is not credible,
repeat deficiencies

Conditions out - AOC request, Letter 1

Conditions out - AOC request, Letter 2

Conditions out - AOC request, Letter 3

Conditions out — last chance to submit AOC before
referral to CMS

Conditions out — no AOC - refer to CMS

Conditions out - AOC credible, Conditions still out
at follow up survey

Failure to cooperate with survey — referral to CMS
for sanction action

Failure to cooperate with scheduling of survey — last
chance appointment

Failure to cooperate with scheduling of survey — refer
to CMS for sanction action

Immediate Jeopardy found - AOC request, Letter 1
Immediate Jeopardy found - AOC request, Letter 2
No deficiencies found

AOC not credible — second chance to submit
credible AOC

AOC not credible — ceased testing patient - outcome
not addressed — 2nd chance to submit credible AOC
AOC not credible — change to waived/PPMP, patient
outcome not addressed — 2nd chance to submit
credible AOC

AOC not credible — no response to CMS-2567B

AOC not credible — refer to CMS RO for sanction action

PT desk review finds 1st unsuccessful — Conditions out -
request AOC

Lab ceased testing in the failed analyte(s) prior to
notice of 1st unsuccessful

2 satisfactory events prior to notice of 1st unsuccessful

PT desk review finds 1st unsuccessful — Conditions out -
request AOC

No response to AOC requests warning letter prior to
referral to CMS



32
33
34

35
36
37

SA PT desk rev single unsatisfactory event - POC
request, Letter 1
SA PT survey 1st unsuccessful AOC request, Letter 1

SA PT survey 1st unsuccessful AOC request, Letter 1A
SA referral to medical board

SA sanction referral to CMS, Conditions out at FU
survey, Letter 1
SA standards out - no POC, warning Letter 1

SA standards out - POC acceptable, Letter 1

SA standards out - POC acceptable, Letter 2

SA standards out - POC acceptable, Letter 3 with
follow up

SA standards out - POC request, Letter 1

SA standards out - POC request, Letter 2

SA standards out - POC unacceptable, Letter 1

SA standards out - POC unacceptable, Letter 2

SA terminate lab ceased testing, Letter 1
SA terminate new lab not ready for survey, Letter 1

PT desk review finds unsatisfactory PT for a single
event — request POC

Survey finds 1st unsuccessful — unsuccessful PT only -
request AOC

Survey finds 1st unsuccessful — other Conditions out -
request AOC

SA notifies medical board of final CLIA sanctions and
prohibition against MD director

Compliance not achieved after warning letter - refer to
CMS for sanction

Standards out - no response - last chance to submit POC
before referral to CMS

Standards only - POC acceptable, Letter 1

Standards only - POC acceptable, Letter 2

Standards only - POC acceptable, Letter 3

Standards out - POC request, Letter 1

Standards out - POC request, Letter 2

Standards only — 1st POC unacceptable, second request
for acceptable POC, Letter 1

Standards only — POC incomplete, ask for clarification,
Letter 2

Terminate certificate - lab ceased testing

Terminate new certificate - lab not ready for survey



CLIA Model Letters

Reqgional Office Letters

RO denial of CLIA application, Letter 1

RO federal survey - Conditions out - AOC
request, Letter 1

RO federal survey - Conditions out - AOC
request, Letter 2

RO federal survey - standards out - POC
request Letter 1

RO lab loses accreditation from AO, Letter 1

RO LBA cease & desist, Letter 1

RO referral to OIG form

RO sanction - attestation for director,

Letter 1

RO sanction - attestation for owner, Letter 1
RO sanction - client notification, Letter 1

RO sanction - CMP demand, Letter 1

RO sanction - director not responsible - CLIA
prohibition does not apply, Letter 2

RO sanction - public notice, Sample 1

RO sanction - public notice, Sample 2

RO sanction - public notice request, Letter 1
RO sanction - public notice request, Letter 2
RO sanction - suspension of Medicare
agreement, Letter 1

RO sanction imposition - Conditions out -
AOC not credible, Letter 1

RO sanction imposition - Conditions out -
AOC not credible, Letter 2

RO sanction imposition - 1J, Letter 1

RO sanction imposition - improper PT referral,
Letter 1

RO sanction imposition - standards out - POC
unacceptable, Letter 1

RO sanction imposition - subsequent
unsuccessful PT, Letter 1

RO sanction proposal - Conditions out AOC
not credible, Letter 1

RO denies CLIA application, gives appeal right to request
reconsideration

RO federal survey finds Conditions out - AOC request,
Letter 1

RO federal survey finds Conditions out - AOC request,
Letter 2

RO federal survey finds standards out - POC request
Letter 1

Lab loses accreditation - RO notifies lab of CLIA
certificate status

RO notifies facility to cease LBA testing until CLIA
certified

Referral to OIG per 42 CFR 493.1840(f)

Sanctions final - request attestation from owner

Sanctions final - request attestation from director
Notice to lab's clients regarding sanctions imposed
Sanctions final - demand payment of CMP
Director determined to be not responsible - CLIA
prohibition does not apply

Sanctions final - publish notice in local newspaper,
Sample 1

Sanctions final - publish notice in local newspaper,
Sample 2

Public notice request, Sample 1

Public notice request, Sample 2

Lab agreement to not charge Medicare beneficiaries or other

insurance carriers for lab services for
analyte/subspecialty/specialty

for which Medicare payment is suspended
AOC not credible - sanctions imposed, Letter 1

AOC not credible - sanctions imposed, Letter 2

1J not removed - sanctions imposed
Improper PT not refuted - sanctions imposed

Standards out — response to sanction proposal notice
not acceptable — sanctions imposed

Evidence does not refute subsequent unsuccessful —
sanctions imposed

Conditions out - AOC not credible, SA referred to RO
for sanction



RO sanction proposal - Conditions out AOC
not credible, Letter 2

RO sanction proposal - IJ, Letter 1

RO sanction proposal - 1J, Letter 2

RO sanction proposal - 1J, 1J removed
Conditions still out, Letter 3

RO sanction proposal - improper PT referral,
Letter 1

RO sanction proposal - standards out - POC
unacceptable, Letter 1

RO sanction proposal - standards out - POC
unacceptable, Letter 2

RO sanction proposal - subsequent
unsuccessful PT, Letter 1

RO sanctions final - hearing dismissed,
Letter 1

RO sanctions final - hearing upheld, Letter 1

RO sanctions final - 1J, Letter 1

RO sanctions final - standards out - POC
unacceptable, Letter 1

RO sanctions final - standards out - POC
unacceptable, Letter 2

RO sanctions final - subsequent unsuccessful
PT, Letter 1

RO terminate CLIA certificate - failed to meet

state requirement, Letter 1
RO terminate CLIA certificate - lab not
operational, Letter 1

Conditions out - Dir. POC and state onsite monitoring
proposed

1J not removed - SA referred to RO for sanction

SA finds IJ - referred to RO immediately for sanction
IJ removed - Conditions remain - RO proposes
alternative sanctions

SA survey finds improper PT referral - referred to
RO immediately for sanction

Standards out — POC unacceptable, SA referred to
RO for sanction, Letter 1

Standards out - POC unacceptable - SA referred

to RO for sanction, Letter 2

SA PT desk review finds subsequent unsuccessful

— refers immediately to RO for sanction

Lab withdrew hearing request — ALJ dismissed case
— sanctions final, demand CMP

ALJ upheld CMS sanction determination —
sanctions final, demand CMP

ALJ upheld CMS sanction determination —
sanctions final, demand CMP under separate cover
Standards out - POC unacceptable - no hearing
request — sanctions final, Letter 1

Standards out - POC unacceptable - no hearing
request — sanctions final, Letter 2

Appeal period expired, lab does not file an appeal —
sanctions final

RO natification to lab of termination due to state
requirements not met

RO natification to lab of termination — lab not
operational



1. SA Conditions out - AOC credible, standards remain [05/17/06]
AOC credible, Compliance with Conditions verified at follow up, standards remain

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA #[CLIANUMBER]
State I.D. #[STATE ID NUMBER if applicable]

RE: CONDITIONS CORRECTED, STANDARDS REMAIN
Dear Director/Owner(s):

A survey of your laboratory was completed on [INITIAL SURVEY DATE] which found your laboratory to be
out of compliance with Condition-level CLIA requirements. A follow-up survey of your laboratory was conducted
on [FOLLOW UP SURVEY DATE], following a submission of a credible allegation of compliance and evidence
of correction for the [INITIAL SURVEY DATE] survey of your laboratory.

It was determined at the follow-up survey that all Conditions were met, but standard-level deficiencies still remain.
These include deficiencies still uncorrected from the initial survey as well as others identified during the revisit
survey. Enclosed is form CMS-2567, Statement of Deficiencies, listing the remaining deficiencies.

You are required to respond WITHIN 10 DAYS OF RECEIPT of this notice. Please indicate your corrective
actions on the right side of the form CMS-2567 in the column labeled "Provider Plan of Correction”, keying your
responses to the deficiencies on the left. Additionally, indicate your anticipated completion dates in the column
labeled "Completion Date."

Please return the completed form CMS-2567, dated and signed by the director, within 10 days of receipt of this
notice.

Regulations at 42 CFR 8 493.1816 state that if a laboratory has deficiencies that are not at the Condition level, the
laboratory must submit a plan of correction that is acceptable to CMS (renamed Centers for Medicare & Medicaid
Services, or CMS) in content and time frames. Further, regulations at 42 CFR § 493.1816 require all deficiencies
be corrected within 12 months after the last day of the survey. Please note that depending on the nature and
seriousness of the deficiency, the acceptable time frame for correction may be less than 12 months.



If your laboratory does not respond timely to this request, or if your laboratory submits a Plan of Correction that is
not acceptable in content and time frames, or if your laboratory does not demonstrate compliance with all CLIA
requirements by the specified completion date, we will recommend to CMS imposition of principal sanctions, i.e.,
suspension, limitation and/or revocation of your laboratory's CLIA certificate and concurrent cancellation of you
laboratory's approval for Medicare payments per 42 CFR § 493.1816.

Your laboratory will also be required to provide acceptable evidence of correction for the cited deficiencies. You
are reminded that acceptable evidence of correction must include:

1) documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

2) how the laboratory has identified other patients having the potential to be affected by the same deficient
practice and what corrective action(s) has been taken;

3) what measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and

4) how the corrective action(s) are being monitored to ensure the deficient practice does not recur.
If you have questions regarding this letter, please feel free to contact me at [PHONE #].
Sincerely,
[SURVEYOR NAME], [TITLE]
[STATE AGENCY NAME]

Enclosure: CMS-2567, Statement of Deficiencies



2. SA Conditions out - AOC not credible [05/17/06]
Conditions out — AOC submitted is not credible
IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIANUMBER]
State I.D. #[STATE ID NUMBER if applicable]

RE: Allegation of Compliance not Credible, Evidence of Correction Unacceptable

Dear Director/Owner(s):

You were notified by our letter dated [date of AOC request letter] of deficiencies found at the [SURVEY
DATE] survey of your laboratory. We requested you submit a credible allegation of compliance and acceptable
evidence of correction for the deficiencies cited within ten days of receipt of our notification letter. You were

advised that a credible allegation of compliance is a statement or documentation that is:

1) Made by a representative of a laboratory with a history of having maintained a commitment to
compliance and taking corrective action when required,;

2) Realistic in terms of the possibility of the corrective action being accomplished between the date of
the survey and the date of the allegation; and

3) Indicates resolution of the problems.
You were also advised that acceptable evidence of correction must include:

5) documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

6) how the laboratory has identified other patients having the potential to be affected by the same deficient
practice and what corrective action(s) has been taken;

7) what measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and



4) how the corrective action(s) are being monitored to ensure the deficient practice does not recur.

We received your response on [date]. We have reviewed your submission and find that it does not constitute a
credible allegation of compliance and acceptable evidence of correction for the following reasons):

[Give reasons AOC/evidence of correction are unacceptable]

You are reminded that if you do not submit a credible allegation of compliance and acceptable evidence of
correction, or if you submit an allegation of compliance that is determined to be credible but are found to be still
out of compliance with any CLIA Condition-level requirements at the time of the follow-up visit, the [State
Agency Name] will recommend to the [RO Name] Regional Office of the Centers for Medicare & Medicaid
Services (CMS) that sanctions be taken against your laboratory's CLIA certificate. As you were previously
advised, these may include alternative sanctions (Civil Money Penalty of up to $3,000 per day of noncompliance
per 42 C.F.R. § 493.1834, Directed Plan of Correction per 42 C.F.R. § 493.1832, State Onsite Monitoring per 42
C.F.R. 8§ 493.1836) and principal sanctions (suspension, limitation and/or revocation of your laboratory's CLIA
certificate and cancellation of you laboratory's approval for Medicare payments per 42 C.F.R. § 493.1814).

We are giving you another opportunity to submit a credible allegation of compliance and acceptable evidence of
correction for the cited deficiencies. You must respond WITHIN 10 DAY'S from receipt of this notice. [If repeat
Conditions out and the lab has failed to maintain compliance, SA may choose to refer case immediately to RO
for sanction.]

If we do not hear from you, or if we do not receive from you a credible allegation of compliance and acceptable
evidence of correction WITHIN 10 DAYS from receipt of this notice, we will forward your case to the CMS
Regional Office with recommendations for sanction action against your laboratory’s CLIA certificate. Once your
case has been referred, the CMS Regional Office has the final authority for any sanction actions to be imposed and
will inform you of its determination and the appeals procedures.

If you have questions regarding this letter, please feel free to contact me at [PHONE #].
Sincerely,

[SURVEYOR NAME], [TITLE]
[STATE AGENCY NAME]



3. SA Conditions out - AOC not credible repeat deficiencies [05/17/06]
Conditions out — AOC submitted is not credible, repeat deficiencies

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIANUMBER]
State I.D. #[STATE ID NUMBER if applicable]

RE: Allegation of Compliance not Credible, Evidence of Correction Unacceptable

Dear Director/Owner(s):

You were notified by our letter dated [date of AOC request letter] of deficiencies found at the [SURVEY
DATE] survey of your laboratory. We requested you submit a credible allegation of compliance and acceptable
evidence of correction for the deficiencies cited within ten days of receipt of our notification letter. You were

advised that a credible allegation of compliance is a statement or documentation that is:

- Made by a representative of a laboratory with a history of having maintained a commitment to
compliance and taking corrective action when required,;

- Realistic in terms of the possibility of the corrective action being accomplished between the date of
the survey and the date of the allegation; and

- Indicates resolution of the problems.
You were also advised that acceptable evidence of correction must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

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

- What measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and

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



We received your response on [date]. We have reviewed your submission and find that it does not constitute a
credible allegation of compliance and acceptable evidence of correction for the following reasons):
[Give reasons AOC/evidence of correction are unacceptable]

We note that deficiencies cited at the [date of survey] survey of your laboratory are repeat deficiencies from
previous surveys. [Give details of findings from prior surveys.] You were notified in our letter dated [date of
AOC request letter] that failure to come into Condition-level compliance would result in a referral to the Centers
for Medicare & Medicaid Services (CMS) for sanction action against your laboratory's CLIA certificate.

Since your facility has not taken the necessary action to correct the deficiencies cited at the current survey, and
based on your laboratory’s history of non-compliance and failure to sustain compliance with CLIA Condition-level
requirements, we are recommending to the CMS Regional Office that the following principal and/or alternative
sanctions be imposed:

Civil Money Penalty of $3,000 per day for each day of non-compliance;
State On-site Monitoring; Directed Plan of Correction;

Suspension, Limitation and/or Revocation of your CLIA certificate;
Cancellation of all Medicare/Medicaid Payments.

The CMS Regional Office has the final authority for any sanction actions to be imposed and will inform you of its
determination and the appeals procedures.

If you have questions regarding this letter, please feel free to contact me at [PHONE #].
Sincerely,

[SURVEYOR NAME], [TITLE]
[STATE AGENCY NAME]



4. SA Conditions out - AOC request letter [05/17/06]

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] ZIP]

CLIA #[CLIANUMBER]
State 1.D. #[STATE ID NUMBER if applicable]

RE: CONDITION-LEVEL DEFICIENCIES
Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section
353 of the Public Health Service Act (42 U.S.C. §263a) and 42 Code of Federal Regulations, Part 493 (42 C.F.R.
8493). Federal regulations require onsite surveys to determine whether or not a laboratory is in compliance with
the applicable regulations. Compliance with these regulations is a condition of certification for the CLIA program.

The [STATE AGENCY NAME] (State agency) conducted [CHOOSE SURVEY TYPE: an initial, a routine
recertification, or a complaint] survey of your laboratory that was completed on [SURVEY DATE]. [Add the
following sentence when appropriate: Please note that this routine survey was expedited because your
laboratory's CLIA certificate has expired or is about to expire.] As a result of the survey, it was determined that
your facility is not in compliance with all of the Conditions required for certification in the CLIA program.
Specifically, the following Conditions were not met: [Delete Conditions that do not apply.]

D2000 - 42 CFR 493.801 Condition: Enrollment and testing of [proficiency testing] samples;
D2016 - 42 CFR 493.803 Condition: Successful participation [proficiency testing]
D3000 - 42 CFR 493.1101 Condition: Facility Administration

D5002 - 42 CFR 493.1201 Condition: Bacteriology ;

D5004 - 42 CFR 493.1202 Condition: Mycobacteriology;

D5006 - 42 CFR 493.1203 Condition: Mycology;

D5008 - 42 CFR 493.1204 Condition: Parasitology;

D5010 - 42 CFR 493.1205 Condition: Virology;

D5012 - 42 CFR 493.1207 Condition: Syphilis serology;

D5014 - 42 CFR 493.1208 Condition: General immunology;

D5016 - 42 CFR 493.1210 Condition: Routine chemistry;



D5018 - 42 CFR 493.1211 Condition: Urinalysis;

D5020 - 42 CFR 493.1212 Condition: Endocrinology;

D5022 - 42 CFR 493.1213 Condition: Toxicology;

D5024 - 42 CFR 493.1215 Condition: Hematology;

D5026 - 42 CFR 493.1217 Condition: Immunohematology;

D5028 - 42 CFR 493.1219 Condition: Histopathology;

D5030 - 42 CFR 493.1220 Condition: Oral pathology;

D5032 - 42 CFR 493.1221 Condition: Cytology;

D5034 - 42 CFR 493.1225 Condition: Clinical cytogenetics;

D5040 - 42 CFR 493.1226 Condition: Radiobioassay;

D5042 - 42 CFR 493.1227 Condition: Histocompatibility;

D5200 - 42 CFR 493.1230 Condition: General laboratory systems;

D5300 - 42 CFR 493.1240 Condition: Pre-analytic systems;

D5400 - 42 CFR 493.1250 Condition: Analytic systems;

D5800 - 42 CFR 493.1290 Condition: Post-analytic systems;

D5980 - 42 CFR 493.1355 Condition: Laboratories performing PPM procedures;
laboratory director;

D5990 - 42 CFR 493.1355 Condition: Laboratories performing PPM procedures;
testing personnel;

D6000 - 42 CFR 493.1403 Condition: Laboratories performing moderate complexity testing;
laboratory director;

D6033 - 42 CFR 493.1409 Condition: Laboratories performing moderate complexity testing;
technical consultant;

D6056 - 42 CFR 493.1415 Condition: Laboratories performing moderate complexity testing;
clinical consultant;

D6063 - 42 CFR 493.1421 Condition: Laboratories performing moderate complexity testing;
testing personnel;

D6076 - 42 CFR 493.1441 Condition: Laboratories performing high complexity testing;
laboratory director;

D6108 - 42 CFR 493.1447 Condition: Laboratories performing high complexity testing;
technical supervisor;

D6134 - 42 CFR 493.1453 Condition: Laboratories performing high complexity testing;
clinical consultant;

D6141 - 42 CFR 493.1459 Condition: Laboratories performing high complexity testing;
general supervisor;

D6153 - 42 CFR 493.1467 Condition: Laboratories performing high complexity testing;
cytology general supervisor

D6162 - 42 CFR 493.1481 Condition: Laboratories performing high complexity testing;
cytotechnologist;

D6168 - 42 CFR 493.1487 Condition: Laboratories performing high complexity testing;
testing personnel;

D8100 - 42 CFR 493.1771 Condition: Inspection requirements applicable to all CLIA-certified
and CLIA-exempt laboratories.

In addition, other standards were also found to be not met. Enclosed is Form CMS-2567, Statement of
Deficiencies, listing all the deficiencies found during the survey.



Laboratories that do not meet the Condition-level requirements of CLIA may not be certified to perform laboratory
testing under the CLIA program. You must take steps to bring any unmet Conditions into compliance immediately.

You are directed to submit a credible allegation of compliance and acceptable evidence of correction for the
deficiencies cited. Please document your allegation of compliance using the enclosed CMS-2567, Statement of
Deficiencies, in the columns labeled “Provider Plan of Correction” and “Completion Date” located on the right
side of the form, keying your responses to the deficiencies on the left. The laboratory director must sign, date and
return the completed CMS-2567 documented with a credible allegation of compliance to our office WITHIN 10
DAYS FROM RECEIPT of this notice. You must also submit documented evidence that verifies that the
corrections were made. We may conduct a follow-up onsite survey in approximately 30-45 days to verify the
corrections if we find your allegation of compliance to be credible and the submitted evidence to be acceptable. If
your laboratory does not submit a credible allegation of compliance and acceptable evidence of correction, we will
not conduct a follow-up survey. (Your allegation of compliance will be included in the public record of the
inspection.)

A credible allegation of compliance is a statement or documentation that is:

- Made by a representative of a laboratory with a history of having maintained a commitment to
compliance and taking corrective action when required,;

- Realistic in terms of the possibility of the corrective action being accomplished between the date of
the survey and the date of the allegation; and

- Indicates resolution of the problems.
For your information, acceptable evidence of correction must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

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

- What measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and

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

If you do not submit a credible allegation of compliance and acceptable evidence of correction, or if you submit an
allegation of compliance that is determined to be credible but are found to be still out of compliance with any
CLIA Condition-level requirements at the time of the follow-up visit, [State agency Name] will recommend to the
[Name] Regional Office of the Centers for Medicare & Medicaid Services (CMS) that sanctions be taken against
your laboratory's CLIA certificate. These may include alternative sanctions (Civil Money Penalty of up to $3,000
per day of noncompliance per 42 CFR 493.1834, Directed Plan of Correction per 42 CFR 493.1832, State Onsite
Monitoring per 42 CFR 493.1836) and principal sanctions (suspension, limitation and/or revocation of your
laboratory's CLIA certificate and cancellation of you laboratory's approval for Medicare payments per 42 CFR
493.1814).



Please note that the routine survey takes an overview of the laboratory through random sampling. By its nature, the
routine survey may not find every violation that the laboratory may have committed. It remains the responsibility
of the laboratory and its director to ensure that the laboratory is at all times following all CLIA requirements, to
identify any problems in the laboratory and take corrective action specific to the problems, and to institute
appropriate quality assurance measures to ensure that the deficient practices do not recur.

In addition to the routine CLIA certification surveys, announced or unannounced investigations/ surveys may be
conducted by the State agency at any time to address complaints or other non-compliance issues. These
investigations/surveys may well identify violations that may not have surfaced during a routine survey using
random sampling, but for which the laboratory and its director will still be held responsible.
If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[SURVEYOR NAME], [TITLE]

[STATE AGENCY NAME]
Enclosure: CMS-2567, Statement of Deficiencies

cc: CMS Regional Office
[RO address]



5. SA Conditions out - AOC request [05/18/06]

Certified Malil
Return Receipt Requesteds

[Date]

[Name of Laboratory]
[Address]

[CLIA Number]
Dear [Name]:

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, and bill for services provided to Medicare beneficiaries or Medicaid recipients under
Title XVIII and XIX of the Social Security Act, it must comply with all CLIA Requirements (42 C.F.R. 493).

Federal regulations require surveys to determine whether or not a laboratory is in compliance with the applicable
regulations. The [State Agency] surveyor conducted a [Type of Survey] survey of your laboratory on [Date]. The
findings of the survey are in the enclosed Statement of Deficiencies and Plan of Correction, CMS-2567 form, and
reflect that your laboratory was out of compliance with CLIA Conditions required for participating in the CLIA
program.

Specifically, the following CLIA Condition[s] was [were] not met:

42 C.F.R.493.[...]  [List the Condition(s)]
Laboratories that do not meet a CLIA Condition may not be certified in the CLIA program. You must take steps to
bring any unmet CLIA Conditions into compliance immediately. You may indicate a Plan of Correction as your
allegation of compliance.
Please indicate a Plan of Correction with appropriate completion dates on the right side of the enclosed Statement
of Deficiencies, form CMS-2567, keying your response to each deficiency on the left. Your Plan of Correction
must be returned to the [State Agency] no later than 10 days from the receipt of this letter. The Plan of Correction
will be included in the public record of inspection. The use of proper names of individuals in your Plan of
Correction will not be accepted. Please review and follow carefully.
The Plan of Correction must state:
- How the deficient practice will be corrected or how it was corrected;

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

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



- What measure has been put into place or what systemic changes have been made to ensure that the deficient
practice does not recur;

- How the corrective action(s) is being monitored to ensure the deficient practice does not recur; and
- Indicates a reasonable time frame for a completion date.

In addition, the laboratory director must sign and date the first page of the CMS-2567. Please retain a copy for
your files.

In order for a revisit to be conducted and a finding of compliance be made before the sanction date, the date you
allege your laboratory is back in compliance with all CLIA conditions must be before [45th day from original
survey date 6 wks +3 days]. If you are found out of compliance with any CLIA Condition[s] at the time of the
follow-up visit, the [State Agency Name] will recommend enforcement actions to the Centers for Medicare and
Medicaid Services' (CMS’) [Name] Regional Office.

NOTE: Please submit attachments that document correction of deficiencies if the correction has been performed.
If you have any questions regarding the information in this letter, please contact [Name] at [Phone].

Sincerely,

[Name/Title]
[State Agency]

Enclosure

CC:



6. SA Conditions out - AOC request [#3 - 05/18/06]

[Date]

[Laboratory Name/Address]
[CLIA Number]

Dear: [Name]

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, and bill for services provided to Medicare beneficiaries or Medicaid recipients under
Title XVIII and XIX of the Social Security Act, it must comply with all CLIA Requirements (42 CFR 493).

Federal regulations require surveys to determine whether or not a laboratory is in compliance with the applicable
regulations. The [State Agency Name] conducted a survey of your laboratory on [Date]. The findings of the
survey are in the enclosed Statement of Deficiencies (CMS 2567), and reflect that your laboratory was out of
compliance with CLIA Conditions required for participating in the CLIA program.

Specifically, the following CLIA Condition was not met:
[42 CFR XXX. XXX Condition: ]

Laboratories that do not meet a CLIA Condition may not be certified for participation in the CLIA program. You
must take steps to bring any unmet CLIA Conditions into compliance immediately. You may indicate a Plan of
Correction as your allegation of compliance.

Please indicate a Plan of Correction with appropriate completion dates on the right side of the enclosed Statement
of Deficiencies, form CMS-2567, keying your response to each deficiency on the left. Your Plan of Correction
must be returned to the address below no later than 10 days from the receipt of this letter.

For your information, an acceptable plan of correction must include:

Who will be responsible for implementing and monitoring the corrections;
Documentation showing what action(s) have been taken to correct the deficient practice;
When the corrective actions will be completed;

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

In addition, the laboratory director must sign and date the first page of the CMS-2567. Please retain a copy for
you files. In order for a revisit to be conducted and a finding of compliance be made before the sanction date, the
date you allege your laboratory is back in compliance with all CLIA Conditions must be before [Date]. If you are
found out of compliance with any CLIA Condition at the time of the follow-up visit, our office will recommend
enforcement action to the Centers for Medicare and Medicaid Services, [Name of RO] Regional Office.



If you have any questions regarding the information in this letter, please contact me at

Sincerely,

[State Agency]

Enclosures



7. SA Conditions out - no AOC [#1 - 05/18/06]

IMPORTANT NOTICE — ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIA NUMBER]
State 1.D. #[STATE ID NUMBER if applicable]

RE: ALLEGATION OF COMPLIANCE NOT RECEIVED
Dear Director/Owner(s):

You were notified by our letter dated [date of AOC request letter] of deficiencies found at the [SURVEY
DATE] survey of your laboratory. We requested you submit a credible allegation of compliance and acceptable
evidence of correction for the deficiencies cited within ten days of receipt of our notification letter. To date we
have received no response from your laboratory.

You are reminded that if you do not submit a credible allegation of compliance and acceptable evidence of
correction, or if you submit an allegation of compliance that is determined to be credible but are found to be still
out of compliance with any CLIA Condition-level requirements at the time of the follow-up visit, the [State
Agency Name] will recommend to the [RO Name] Regional Office of the Centers for Medicare & Medicaid
Services (CMS) that sanctions be taken against your laboratory's CLIA certificate. As you were previously
advised, these may include alternative sanctions (Civil Money Penalty of up to $3,000 per day of noncompliance
or per violation per 42 C.F.R. 8 493.1834, Directed Plan of Correction per 42 C.F.R. § 493.1832, State Onsite
Monitoring per 42 C.F.R. § 493.1836) and principal sanctions (suspension, limitation and/or revocation of your
laboratory's CLIA certificate and cancellation of you laboratory's approval for Medicare payments per 42 C.F.R. §
493.1814).

We are giving you another opportunity to submit a credible allegation of compliance and acceptable evidence of
correction for the cited deficiencies. You must respond WITHIN 10 DAY'S from receipt of this notice. [If repeat
Conditions out and the lab has failed to maintain compliance, SA may choose to refer case immediately to
RO for sanction.]

If we do not hear from you, or if we do not receive from you a credible allegation of compliance and acceptable
evidence of correction WITHIN 10 DAYS from receipt of this notice, we will forward your case to the CMS
Regional Office with recommendations for sanction action against your laboratory’s CLIA certificate. Once your



case has been referred, the CMS Regional Office has the final authority for any sanction actions to be imposed and
will inform you of its determination and the appeals procedures.

If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[SURVEYOR NAME], [TITLE]
[STATE AGENCY NAME]



8. SA Conditions out - no AOC - refer to CMS [#2- 05/18/06]

IMPORTANT NOTICE - PLEASE READ CAREFULLY

[Date]

[Name of Laboratory]
[Attn: Name]
[Address]

[CLIA Number]
Dear [Name]:

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, and bill for services provided to Medicare beneficiaries or Medicaid recipients under
Title XVII1 or X1X of the Social Security Act, it must comply with all CLIA Requirements (42 C.F.R. 493).

The [Name of State Agency or Name of Regional Office] conducted a [Type of Survey] survey of the [Name of
Laboratory] on [Date]. A credible allegation of compliance (AOC) was requested on [Date]. If a laboratory fails to
submit a credible AOC, and subsequent requests for a credible AOC are unsuccessful, the Centers for Medicare
and Medicaid Services (CMS) may cancel the laboratory’s approval to receive Medicare payment for its services,
in accordance with 42 CFR Part 493.1842(a)(2)(ii). In addition, the CMS [Name] Regional Office may consider
the laboratory’s failure to provide a credible AOC as a failure to comply with a reasonable request for information
(42 CFR 8493.1840(a)(4)) and may initiate a principal sanction (suspension, limitation, or revocation) of your
laboratory's CLIA certificate.

Your laboratory failed to submit an allegation of compliance indicating that all Condition-level deficiencies had
been corrected. Therefore, the [Name of State Agency] is recommending to the CMS [Name] Regional Office a
certification of noncompliance and that the following sanction(s) be imposed:

REVOCATION OF CLIA CERTICATE
CANCELLATION OF MEDICARE PAYMENT

The projected date for imposition of the sanction[s] is [Date/90th calendar day]. The CMS [Name] Regional Office
has the final authority for this determination and will inform you of its determination and your appeal rights.

In accordance with 42 CFR 493.1842(b)(2), you may submit written evidence or other information against the
cancellation of approval to receive Medicare payments for laboratory services. The CMS [Name] Regional Office
must receive the evidence no later than 10 days after the receipt of this notice.

CMS is required to notify the general public when principal sanctions are imposed. (See CFR 493.1844(g)(1). In
addition, if revocation is imposed and your laboratory continues testing, please be informed that under 42 CFR
8493.1806(e), any individual who is convicted of intentionally violating any CLIA requirement may be imprisoned
or fined.



If you have any questions regarding the information in this letter, please contact
[Name] at [Phone/Email].

Sincerely,

[Name/Title]
[State Agency]

CC:



9. SA Conditions out at follow up survey - warning letter [#1 - 05/18/06]

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director

[OWNER NAME], Owner(s)

[LAB NAME]
[ADDRESS]
[CITY], [STATE] [ZIP]

CLIA # [CLIA NUMBER]

State 1.D. #[STATE ID NUMBER if applicable]

RE: CONDITIONS STILL OQUT

Dear Director/Owner(s):

A survey of your laboratory was conducted on [INITIAL SURVEY DATE]. You were notified by letter dated
[NOTICE DATE] of the deficiencies found and that you must be in Condition-level compliance to be certified in

the CLIA program.

A revisit survey of your laboratory was conducted on [FOLLOW UP SURVEY DATE], following a submission
of a credible allegation of compliance and evidence that indicated correction of the deficiencies cited at the
[INITIAL SURVEY DATE] survey of your laboratory. The follow-up survey resulted in the finding that your
laboratory is still out of compliance with the following Condition-level requirements: [Delete or Add Conditions

as applicable.]

D2000 - 42 CFR 493.801

D2016 - 42 CFR 493.803

D3000 - 42 CFR 493.1101
D5002 - 42 CFR 493.1201
D5004 - 42 CFR 493.1202
D5006 - 42 CFR 493.1203
D5008 - 42 CFR 493.1204
D5010 - 42 CFR 493.1205
D5012 - 42 CFR 493.1207
D5014 - 42 CFR 493.1208
D5016 - 42 CFR 493.1210
D5018 - 42 CFR 493.1211
D5020 - 42 CFR 493.1212
D5022 - 42 CFR 493.1213
D5024 - 42 CFR 493.1215

Condition:
Condition:
Condition:
Condition:
Condition:
Condition:
Condition:
: Virology;
Condition:
Condition:
Condition:
Condition:
Condition:
: Toxicology;
Condition:

Condition

Condition

Enrollment and testing of [proficiency testing] samples;
Successful participation [proficiency testing]

Facility Administration

Bacteriology ;

Mycobacteriology;

Mycology;

Parasitology;

Syphilis serology;
General immunology;
Routine chemistry;
Urinalysis;
Endocrinology;

Hematology;



D5026 - 42 CFR 493.1217 Condition: Immunohematology;

D5028 - 42 CFR 493.1219 Condition: Histopathology;

D5030 - 42 CFR 493.1220 Condition: Oral pathology;

D5032 - 42 CFR 493.1221 Condition: Cytology;

D5034 - 42 CFR 493.1225 Condition: Clinical cytogenetics;

D5040 - 42 CFR 493.1226 Condition: Radiobioassay;

D5042 - 42 CFR 493.1227 Condition: Histocompatibility;

D5200 - 42 CFR 493.1230 Condition: General laboratory systems;

D5300 - 42 CFR 493.1240 Condition: Preanalytic systems;

D5400 - 42 CFR 493.1250 Condition: Analytic systems;

D5800 - 42 CFR 493.1290 Condition: Postanalytic systems;

D5980 - 42 CFR 493.1355 Condition: Laboratories performing PPM procedures;
laboratory director;

D5990 - 42 CFR 493.1355 Condition: Laboratories performing PPM procedures;
testing personnel;

D6000 - 42 CFR 493.1403 Condition: Laboratories performing moderate complexity testing;
laboratory director;

D6033 - 42 CFR 493.1409 Condition: Laboratories performing moderate complexity testing;
technical consultant;

D6056 - 42 CFR 493.1415 Condition: Laboratories performing moderate complexity testing;
clinical consultant;

D6063 - 42 CFR 493.1421 Condition: Laboratories performing moderate complexity testing;
testing personnel;

D6076 - 42 CFR 493.1441 Condition: Laboratories performing high complexity testing;
laboratory director;

D6108 - 42 CFR 493.1447 Condition: Laboratories performing high complexity testing;
technical supervisor;

D6134 - 42 CFR 493.1453 Condition: Laboratories performing high complexity testing;
clinical consultant;

D6141 - 42 CFR 493.1459 Condition: Laboratories performing high complexity testing;
general supervisor;

D6153 - 42 CFR 493.1467 Condition: Laboratories performing high complexity testing;
cytology general supervisor

D6162 - 42 CFR 493.1481 Condition: Laboratories performing high complexity testing;
cytotechnologist;

D6168 - 42 CFR 493.1487 Condition: Laboratories performing high complexity testing;
testing personnel;

D8100 - 42 CFR 493.1771 Condition: Inspection requirements applicable to all CLIA-certified
and CLIA-exempt laboratories.

Standard-level deficiencies cited at the [INITIAL SURVEY DATE] survey also remain uncorrected. [Delete
following sentence if not applicable: Additional standard-level deficiencies were also found at the follow-up
survey.] Enclosed is form CMS-2567, Statement of Deficiencies, detailing all deficiencies found at the time of the
follow-up survey.

You were notified in our letter dated [NOTICE DATE] that failure to come into Condition-level compliance
would result in a referral to the Centers for Medicare & Medicaid Services (CMS) for sanction action against your
laboratory's CLIA certificate. Since your facility has not taken the necessary corrective action to come into



Condition-level compliance with all CLIA requirements, we are recommending to the CMS Regional Office that
the following principal and/or alternative sanctions be imposed:

Civil Money Penalty of $3,000 per day for each day of non-compliance; State On-site Monitoring; Directed
Plan of Correction; Suspension, Limitation and/or Revocation of your CLIA certificate; Cancellation of all
Medicare/Medicaid Payments.

If your laboratory has evidence of correction for the deficiencies, you should submit this evidence no later than 10
days from the date of this notice. You are reminded that acceptable evidence of correction must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

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

- What measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur; and

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

If we do not hear from you, or if we do not receive from you acceptable evidence of compliance with all CLIA
Condition-level requirements WITHIN 10 DAYS FROM RECEIPT OF THIS NOTICE, we will forward your
case to the CMS Regional Office to initiate the recommended sanction actions. Once your case has been referred,
the CMS Regional Office has the final authority for any sanction actions to be imposed and will inform you of its
determination and the appeals procedures.

If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[SURVEYOR NAME], [TITLE]
[STATE AGENCY NAME]

Enclosure: CMS-2567, Statement of Deficiencies

cc: CMS Regional Office



10. SA failure to cooperate with survey refer to CMS [#1 - 05/18/06]

IMPORTANT NOTICE - PLEASE READ CAREFULLY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIA NUMBER]
State 1.D. #[STATE ID NUMBER if applicable]

RE: FAILURE TO ALLOW INSPECTION
Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section
353 of the Public Health Service Act (42 U.S.C. 263a) and 42 Code of Federal Regulations, Part 493
(42C.F.R.493). Federal regulations require onsite surveys to determine whether or not a laboratory is in
compliance with the applicable regulations. Compliance with these regulations is a condition of certification for
the CLIA program.

The [State Agency Name] attempted to conduct [CHOOSE SURVEY TYPE: an initial, a routine recertification,
or a complaint] survey of your laboratory during normal hours of operation on [SURVEY DATES]. However, the
surveyors were not able to complete the survey due to the laboratory’s failure to cooperate with the survey process.
[Give details of how lab failed to cooperate.] On [DATE], the surveyors terminated their attempts to
[CHOOSE ONE: conduct or complete] the survey and advised your laboratory that failure to cooperate in the
survey process constitutes failure to permit inspection, and your laboratory would be subject to CLIA sanctions.

As a result of the laboratory’s failure to allow survey, your laboratory is out of compliance with the CLIA
Condition of inspection:

42 CFR §493.1771 Inspection requirements applicable to all CLIA-certified and
CLIA-exempt laboratories.

A form CMS-2567, Statement of Deficiencies documenting your laboratory’s non-compliance is enclosed.
Laboratories that do not meet a CLIA Condition may not be certified to perform testing under the CLIA program.

Based on your laboratory’s failure to allow inspection, the [State Agency Name] our is recommending to the
[Name of RO] Regional Office of the Centers for Medicare & Medicaid Services (CMS) that sanctions be taken



against your laboratory's CLIA certificate. These include alternative sanctions (Civil Money Penalty of $3,000 per
day of noncompliance per 42 CFR § 493.1834, Directed Plan of Correction of cease testing per 42 CFR § 493.32)
and principal sanctions (suspension and revocation of your laboratory's CLIA certificate and cancellation of you
laboratory's approval for Medicare payments per 42 CFR § 493.1814).
By this letter we are forwarding your file to the CMS Regional Office to initiate sanction actions. The CMS
Regional Office will be notifying you in writing regarding its determination to impose sanction actions against
your laboratory's CLIA certificate.
If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[SURVEYOR NAME], [TITLE]
[STATE AGENCY NAME]

Enclosure;: CMS-2567, Statement of Deficiencies

cc: CMS Regional Office



11. SA failure to schedule survey last chance appointment [#1 - 05/18/06]

IMPORTANT NOTICE - PLEASE READ CAREFULLY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIA NUMBER]
State 1.D. #[STATE ID NUMBER if applicable]

RE: FAILURE TO ALLOW INSPECTION
Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section
353 of the Public Health Service Act (42 U.S.C. 263a) and 42 Code of Federal Regulations, Part 493
(42C.F.R.493). Federal regulations require onsite surveys to determine whether or not a laboratory is in
compliance with the applicable regulations. Compliance with these regulations is a condition of certification for
the CLIA program.

The [State Agency Name] has attempted to conduct [CHOOSE SURVEY TYPE: an initial, a routine
recertification, or a complaint] survey of your laboratory to determine compliance with CLIA requirements. Your
laboratory was contacted on [Give history of attempt(s), i.e., dates of contact and record of what transpired]
to schedule the survey. However, your laboratory has continued to be uncooperative in scheduling the survey.

By this letter, we are notifying you that we have scheduled the following date and time to survey your laboratory:
[10 days from date of letter or thereafter, depending on examiner survey schedule] at [TIME].

Failure to be present at the laboratory at the appointed time to allow access will constitute failure to permit
inspection and your laboratory will be subject to CLIA sanctions. The [State Agency Name] will recommend to
the [Name of RO] Regional Office of the Centers for Medicare & Medicaid Services (CMS) that sanctions be
taken against your laboratory's CLIA certificate. These will include alternative sanctions (Civil Money Penalty of
$3,000 per day of noncompliance per 42 CFR § 493.1834, Directed Plan of Correction of cease testing per 42 CFR
8 493.32) and principal sanctions (suspension and revocation of your laboratory's CLIA certificate and
cancellation of you laboratory's approval for Medicare payments per 42 CFR § 493.1814).



Please be advised that pursuant to 42 C.F.R. § 493.1001.1301, failure to allow immediate access for inspection is
basis for the Office of Inspector General (OIG) to exclude your laboratory from participation in all Federal and
State health care programs.

If you have questions regarding this letter, please feel free to contact me at [PHONE #].
Sincerely,

[SURVEYOR NAME], [TITLE]
[STATE AGENCY NAME]



12. SA failure to schedule survey refer to CMS [#1- 05/18/06]

IMPORTANT NOTICE - PLEASE READ CAREFULLY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIANUMBER]
State I.D. #[STATE ID NUMBER if applicable]

RE: FAILURE TO ALLOW INSPECTION
Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section
353 of the Public Health Service Act (42 U.S.C. 263a) and 42 Code of Federal Regulations, Part 493
(42C.F.R.493). Federal regulations require onsite surveys to determine whether or not a laboratory is in
compliance with the applicable regulations. Compliance with these regulations is a condition of certification for
the CLIA program.

The [State Agency Name] has attempted to conduct [CHOOSE SURVEY TYPE: an initial, a routine
recertification, or a complaint] survey of your laboratory to determine compliance with CLIA requirements. Your
laboratory was contacted on [Give history of attempt(s), i.e., dates of contact and record of what transpired]
to schedule the survey. However, your laboratory has continued to be uncooperative in scheduling the survey.

As a result of your laboratory’s failure to allow survey, your laboratory is out of compliance with the CLIA
Condition of inspection:

42 CFR §493.1771 Inspection requirements applicable to all CLIA-certified and
CLIA-exempt laboratories.

A form CMS-2567, Statement of Deficiencies documenting your laboratory’s non-compliance is enclosed.

Laboratories that do not meet a CLIA Condition may not be certified to perform testing under the CLIA program.
Based on your laboratory’s failure to allow inspection, the [State Agency Name] our is recommending to the
[Name of RO] Regional Office of the Centers for Medicare & Medicaid Services (CMS) that sanctions be taken
against your laboratory's CLIA certificate. These include alternative sanctions (Civil Money Penalty of $3,000 per
day of noncompliance per 42 CFR § 493.1834, Directed Plan of Correction of cease testing per 42 CFR § 493.32)
and principal sanctions (suspension and revocation of your laboratory's CLIA certificate and cancellation of you
laboratory's approval for Medicare payments per 42 CFR § 493.1814).



By this letter we are forwarding your file to the CMS Regional Office to initiate sanction actions. The CMS
Regional Office will be notifying you in writing regarding its determination to impose sanction actions against
your laboratory's CLIA certificate.
You are reminded that pursuant to 42 C.F.R. 8 493.1001.1301, failure to allow immediate access for inspection is
basis for the Office of Inspector General (OIG) to exclude your laboratory from participation in all Federal and
State health care programs.
If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[SURVEYOR NAME], [TITLE]
[STATE AGENCY NAME]

Enclosure: CMS-2567, Statement of Deficiencies

cc: CMS Regional Office



13. SA IJ AOC request [#1 - 05/18/06]
Immediate Jeopardy found - AOC request letter

IMPORTANT NOTICE — ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA #[CLIA NUMBER]
State I.D. #[STATE ID NUMBER if applicable]

RE: CONDITIONS OUT - IMMEDIATE JEOPARDY
Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section
353 of the Public Health Service Act (42 U.S.C. §263a) and 42 Code of Federal Regulations, Part 493 (42 C.F.R.
8493). Federal regulations require onsite surveys to determine whether or not a laboratory is in compliance with
the applicable regulations. Compliance with these regulations is a condition of certification for the CLIA program.

The [STATE AGENCY NAME] (State agency) conducted [CHOOSE SURVEY TYPE: an initial, a routine
recertification, or a complaint] survey of your laboratory that was completed on [SURVEY DATE]. As a result of
the survey, it was determined that your facility is not in compliance with all of the Conditions required for
certification in the CLIA program. In addition, it was determined that the deficient practices of your laboratory
pose immediate jeopardy to patient health and safety. (Immediate jeopardy is defined by the CLIA regulations as a
situation in which immediate corrective action is necessary because the laboratory's non-compliance with one or
more Condition-level requirements has already caused, is causing, or is likely to cause, at any time, serious injury
or harm, or death, to individuals served by the laboratory or to the health and safety of the general public.)
Specifically, the following Conditions were not met: [Delete Conditions that do not apply.]

D2000 - 42 CFR 493.801 Condition: Enrollment and testing of [proficiency testing] samples;
D2016 - 42 CFR 493.803 Condition: Successful participation [proficiency testing]

D3000 - 42 CFR 493.1101 Condition: Facility Administration

D5002 - 42 CFR 493.1201 Condition: Bacteriology ;

D5004 - 42 CFR 493.1202 Condition: Mycobacteriology;

D5006 - 42 CFR 493.1203 Condition: Mycology;

D5008 - 42 CFR 493.1204 Condition: Parasitology;

D5010 - 42 CFR 493.1205 Condition: Virology;



D5012 - 42 CFR 493.1207 Condition: Syphilis serology;

D5014 - 42 CFR 493.1208 Condition: General immunology;

D5016 - 42 CFR 493.1210 Condition: Routine chemistry;

D5018 - 42 CFR 493.1211 Condition: Urinalysis;

D5020 - 42 CFR 493.1212 Condition: Endocrinology;

D5022 - 42 CFR 493.1213 Condition: Toxicology;

D5024 - 42 CFR 493.1215 Condition: Hematology;

D5026 - 42 CFR 493.1217 Condition: Immunohematology;

D5028 - 42 CFR 493.1219 Condition: Histopathology;

D5030 - 42 CFR 493.1220 Condition: Oral pathology;

D5032 - 42 CFR 493.1221 Condition: Cytology;

D5034 - 42 CFR 493.1225 Condition: Clinical cytogenetics;

D5040 - 42 CFR 493.1226 Condition: Radiobioassay;

D5042 - 42 CFR 493.1227 Condition: Histocompatibility;

D5200 - 42 CFR 493.1230 Condition: General laboratory systems;

D5300 - 42 CFR 493.1240 Condition: Preanalytic systems;

D5400 - 42 CFR 493.1250 Condition: Analytic systems;

D5800 - 42 CFR 493.1290 Condition: Postanalytic systems;

D5980 - 42 CFR 493.1355 Condition: Laboratories performing PPM procedures; laboratory director;

D5990 - 42 CFR 493.1355 Condition: Laboratories performing PPM procedures; testing personnel;

D6000 - 42 CFR 493.1403 Condition: Laboratories performing moderate complexity testing;
laboratory director;

D6033 - 42 CFR 493.1409 Condition: Laboratories performing moderate complexity testing;
technical consultant;

D6056 - 42 CFR 493.1415 Condition: Laboratories performing moderate complexity testing;
clinical consultant;

D6063 - 42 CFR 493.1421 Condition: Laboratories performing moderate complexity testing;
testing personnel;

D6076 - 42 CFR 493.1441 Condition: Laboratories performing high complexity testing;
laboratory director;

D6108 - 42 CFR 493.1447 Condition: Laboratories performing high complexity testing;
technical supervisor;

D6134 - 42 CFR 493.1453 Condition: Laboratories performing high complexity testing;
clinical consultant;

D6141 - 42 CFR 493.1459 Condition: Laboratories performing high complexity testing;
general supervisor;

D6153 - 42 CFR 493.1467 Condition: Laboratories performing high complexity testing;
cytology general supervisor

D6162 - 42 CFR 493.1481 Condition: Laboratories performing high complexity testing;
cytotechnologist;

D6168 - 42 CFR 493.1487 Condition: Laboratories performing high complexity testing;
testing personnel;

D8100 - 42 CFR 493.1771 Condition: Inspection requirements applicable to all CLIA-certified
and CLIA-exempt laboratories.

In addition, other standards were also found to be not met. Enclosed is Form CMS-2567, Statement of
Deficiencies, listing all the deficiencies found during the survey.

Because of the seriousness of these deficiencies, your laboratory no longer meets the requirements to perform
testing under CLIA. Based on the finding of immediate jeopardy, this office has contacted the Centers for
Medicare & Medicaid Services (CMS), and has recommended a determination of non-compliance and the



following sanctions be imposed and/or enforcement actions be taken if your laboratory does not remove jeopardy
and come into Condition-level compliance:

Principal sanction of suspension and revocation of your laboratory's CLIA certificate 42
CFR 493.1806 and 493.1812); cancellation of all Medicare and Medicaid payments (42

CFR 493.1807 and 493.1808); and civil money penalties of $10,000 per day of violation
(42 CFR 493.1806 and 493.1834).

When a laboratory's deficiencies pose immediate jeopardy, CMS requires the laboratory to take immediate action
to remove the jeopardy and come into Condition-level compliance. Laboratories that do not meet the Condition-
level requirements of CLIA may not be certified to perform laboratory testing under the CLIA program.

Please be advised that sanctions and/or enforcement actions can be rescinded only when compliance is verified.
Please also be advised that due to the potential significant hazard to the public health and safety posed by the
deficiencies identified, sanctions may become effective 23 calendar days from the survey date.

You have 10 CALENDAR DAYS from the date of this notice to provide this office, with a copy to CMS (at the
address shown at the end of this notice), with a credible allegation of compliance and acceptable evidence
documenting that the immediate jeopardy has been removed and that action has been taken to correct all of the
Condition-level deficiencies in question.

You are directed to document your allegation of compliance using the enclosed CMS-2567, Statement of
Deficiencies, in the columns labeled “Provider Plan of Correction” and “Completion Date” located on the right
side of the form, keying your responses to the deficiencies on the left. The laboratory director must sign, date and
return the completed CMS-2567 documented with a credible allegation of compliance to our office WITHIN 10
CALENDAR DAYS from the date of this notice. You must also submit documented evidence that verifies that the
corrections were made.

For your information, a credible allegation of compliance is a statement or documentation that is:

- Made by a representative of a laboratory with a history of having maintained a commitment to
compliance and taking corrective action when required;

- Realistic in terms of the possibility of the corrective action being accomplished between the date of
the survey and the date of the allegation; and

- Indicates resolution of the problems.
In addition, acceptable evidence of correction must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

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

- What measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and



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

If you submit by [DATE OF LETTER PLUS 10 DAYS] a credible allegation of compliance and acceptable
evidence that your laboratory has removed jeopardy and come into Condition-level compliance, and we are able to
verify compliance with all CLIA requirements through a follow-up survey, sanctions will not be imposed. If your
laboratory does not submit a credible allegation of compliance and acceptable evidence of correction, we will not
conduct a follow-up survey. (Your allegation of compliance will be included in the public record of the
inspection.)

If jeopardy is not removed and your laboratory does not come into Condition-level compliance, we will refer your
case to CMS for sanction action. CMS will make the final determination and will advise you in writing of the
sanction(s) to be imposed and/or enforcement action(s) that will be taken. CMS will also notify you of your appeal
rights at that time.

Please note that the routine survey takes an overview of the laboratory through random sampling. By its nature, the
routine survey may not find every violation that the laboratory may have committed. It remains the responsibility
of the laboratory and its director to ensure that the laboratory is at all times following all CLIA requirements, to
identify any problems in the laboratory and take corrective action specific to the problems, and to institute
appropriate quality assurance measures to ensure that the deficient practices do not recur.

In addition to the routine CLIA certification surveys, announced or unannounced investigations/ surveys may be
conducted by the State agency at any time to address complaints or other non-compliance issues. These
investigations/surveys may well identify violations that may not have surfaced during a routine survey using
random sampling, but for which the laboratory and its director will still be held responsible.
If you have questions regarding this letter, please contact me at [PHONE #].

Sincerely,

[SURVEYOR NAME], [TITLE]

[STATE AGENCY NAME]
Enclosure: CMS-2567, Statement of Deficiencies

cc: CMS Regional Office
[RO address]



14. SA 1J AOC request [#2 - 05/18/06]
Immediate Jeopardy found - AOC request letter

IMPORTANT NOTICE - PLEASE READ CAREFULLY
[Date]

[Name of Laboratory]
[Attn: Name]
[Address]

[CLIA Number]
Dear [Name]:

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, and bill for services provided to Medicare beneficiaries or Medicaid recipients under
Title XVIII and XIX of the Social Security Act, it must comply with all CLIA Requirements (42 C.F.R. 8493).

Federal regulations require surveys to determine whether or not a laboratory is in compliance with the applicable
regulations. The [State Agency Name] conducted a [Type of Survey] of your laboratory on [Date]. The findings
of the survey indicate that your laboratory was out of compliance with CLIA Conditions required for certification
under the CLIA program and that these deficiencies pose immediate jeopardy to the patients served by your
laboratory. Specifically, the following CLIA Condition[s] was [were] not met:

42 CFR 493.[...] [Describe Condition]

You must take steps to remove the immediate jeopardy and bring any unmet CLIA Conditions into compliance
immediately.

Laboratories that do not meet a CLIA Condition may not be certified under the CLIA program. Based on the
seriousness of these deficiencies and your laboratory’s noncompliance with the CLIA Conditions, [Name of State
Agency] is recommending to the Centers for Medicare and Medicaid Services (CMS) [Name] Regional Office a
certification of noncompliance (42 CFR 493.1804(b)) and that the following sanction[s] be imposed:

SUSPENSION OF CLIA CERTIFICATE
or
LIMITATION OF CLIA CERTIFICATE

CANCELLATION OF MEDICARE PAYMENT

The projected date for imposition of the sanction[s] is [Date/23rd calendar day]. The Regional Office has the final
authority for this determination. The [Name] Regional Office will inform you of its determination and your appeal
rights. CMS is required to notify the public when principal sanctions are imposed.

In accordance with 42 CFR 493.1810(b) and 493.1842(b), you may submit to the Regional Office written evidence
or other information against the imposition of the proposed sanctions and cancellation of the laboratory approval to
receive Medicare payments for laboratory services. The written evidence or other information must be submitted
within 10 days after receipt of this notice.



The CMS Regional Office contact is [Name/Title/Address/Phone/Email].

Please be advised that sanctions and/or enforcement action can be rescinded only when compliance with the above
Conditions is verified. If you believe that correction has been accomplished, it is your responsibility to contact the
Regional Office with a credible allegation of compliance, so that the removal of the jeopardy can be verified. You
may indicate a Plan of Correction as your allegation of compliance.

Please indicate your plan of correction with appropriate completion dates on the right side of the enclosed
Statement of Deficiencies, form CMS-2567, keying your response to each deficiency on the left. Your Plan of
Correction must be returned to the [State Agency Name] no later than 10 days from the receipt of this letter. The
Plan of Correction will be included in the public record of inspection. The use of proper names of individuals in
your Plan of Correction will not be accepted.

An acceptable plan of correction must include:

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

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

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

- What measures has been put into place or what systemic changes have been made to ensure that the
deficient practice doe not recur;

- How the corrective action(s) are being monitored to ensure the deficient practice does not recur;

- Indicate a reasonable time frame for completion.

In addition, the laboratory director must sign and date the first page of the CMS-2567. Please retain a copy for
your files.

IMPORTANT

The completed form CMS-2567 must be returned to [Name/Address].
In order for a revisit to be conducted and a finding of compliance to be made before the sanction date, the date you
allege your laboratory is in compliance with all CLIA Conditions must be before [23rd calendar day]. The
[Name] Regional Office will determine if compliance can be certified on the basis of the evidence presented, or if
a revisit will be required to verify whether the laboratory has, in fact achieved compliance.
If you have any questions regarding the information in this letter, please contact [Name] at [Phone].

Sincerely,

[Name/Title]

[State Agency Name]

Enclosure

CC:



15. SA no deficiency.doc [05/18/06]
No deficiencies found

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] ZIP]

CLIA #[CLIANUMBER]
State 1.D. #[STATE ID NUMBER if applicable]

RE: CERTIFICATION OF COMPLIANCE
Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section
353 of the Public Health Service Act (42 U.S.C. 263a) and 42 Code of Federal Regulations, Part 493
(42C.F.R.493). Federal regulations require onsite surveys to determine whether or not a laboratory is in
compliance with the applicable regulations. Compliance with these regulations is a condition of certification for
the CLIA program.

The [State Agency] conducted [A/AN] [SURVEY TYPE] survey of your laboratory on [SURVEY DATE]. We
appreciate the cooperation that was given to facilitate the completion of the survey.

The results of the survey showed that all CLIA Condition-level requirements were met during the time of the
onsite survey. We are recommending to CMS that your laboratory be [CERTIFIED OR RECERTIFIED] in the
CLIA program.

Please note that the routine survey takes an overview of the laboratory through random sampling. By its nature, the
routine survey may not find every instance of non-compliance that may have occurred in the laboratory. It remains
the responsibility of the laboratory and its director to ensure that the laboratory is at all times following all CLIA
requirements, to identify any problems in the laboratory and take corrective action specific to the problems, and to
institute appropriate quality assessment measures to ensure that the deficient practices do not recur.

If you have questions regarding this letter, please feel free to contact me at [PHONE #].
Sincerely,

[SURVEYOR NAME], [TITLE]
[STATE AGENCY NAME]



Enclosure: CMS-2567



16. SA PT desk review 1* unsuccessful AOC not credible [#1 - 05/18/06]
AOC not credible — second chance to submit credible AOC

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIANUMBER]
State I.D. #[STATE ID NUMBER if applicable]

RE: Allegation of Compliance not Credible/Evidence of Correction Unacceptable

Dear Director/Owner(s):

You were notified by our letter dated [date of AOC request letter] of your laboratory’s failure to meet the CLIA
requirements for successful participation in PT and Laboratory Director. We requested you submit a credible
allegation of compliance and acceptable evidence of correction within ten days of receipt of our notification letter
and Form CMS-2567, Statement of Deficiencies. You were advised that a credible allegation of compliance is a
statement or documentation that is:

- Made by a representative of a laboratory with a history of having maintained a commitment to
compliance and taking corrective action when required,

- Realistic in terms of the possibility of the corrective action being accomplished between the date of
the survey and the date of the allegation; and

- Indicates resolution of the problems.
You were also advised that acceptable evidence of correction must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

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

- What measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and

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



We received your response on [date]. We have reviewed your submission and find that your laboratory remains
out of compliance with the CLIA Conditions of successful PT participation and Laboratory Director. The
submission does not constitute a credible allegation of compliance and acceptable evidence of correction for the
following reasons:

[Give reasons AOC/evidence of correction are unacceptable]

You are reminded that if you do not submit a credible allegation of compliance and acceptable evidence of
correction, or if you submit an allegation of compliance that is determined to be credible but are found to be out of
compliance with the requirement for successful participation in PT at the time of the next on-site survey, the
[State agency name] will recommend to the [RO name] Regional Office of the Centers for Medicare & Medicaid
Services (CMS) that sanctions be taken against your laboratory's CLIA certificate. As you were previously
advised, these may include alternative sanctions (Civil Money Penalty of up to $3,000 per day of noncompliance
or per violation per 42 C.F.R. 8 493.1834, Directed Plan of Correction per 42 C.F.R. § 493.1832, State Onsite
Monitoring per 42 C.F.R. § 493.1836) and principal sanctions (suspension, limitation and/or revocation of your
laboratory's CLIA certificate and cancellation of you laboratory's approval for Medicare payments per 42 C.F.R. §
493.1814).

We are giving you another opportunity to submit a credible allegation of compliance and acceptable evidence of
correction for the cited deficiencies. You must respond WITHIN 10 DAY'S from receipt of this notice.

If we do not hear from you, or if we do not receive from you a credible allegation of compliance and acceptable
evidence of correction WITHIN 10 DAYS from receipt of this notice, we will forward your case to the CMS
Regional Office with recommendations for sanction action against your laboratory’s CLIA certificate. Once your
case has been referred, the CMS Regional Office has the final authority for any sanction actions to be imposed and
will inform you of its determination and the appeals procedures.

If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[NAME, title]
[State agency name]

cc: CMS Regional Office
[RO Address]



17. SA PT desk review 1* unsuccessful AOC not credible [#1A - 05/18/06]
AOC not credible — cease testing patient outcome not addressed — second chance to submit credible AOC

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIA NUMBER]
State 1.D. #[STATE ID NUMBER if applicable]

RE: Allegation of Compliance not Credible/Evidence of Correction Unacceptable

Dear Director/Owner(s):

You were notified by our letter dated [date of AOC request letter] of your laboratory’s failure to meet the CLIA
requirements for successful participation in PT and Laboratory Director. We requested you submit a credible
allegation of compliance and acceptable evidence of correction within ten days of receipt of our notification letter
and Form CMS-2567, Statement of Deficiencies.

Your laboratory responded with an allegation of compliance of voluntary cease testing in
[analyte/specialty/subspecialty]. In order for this allegation of compliance to be credible, your laboratory must
submit evidence that it has corrected actual or potential patient outcome during the period of PT failure. Please be
reminded of the requirements for a credible allegation of compliance and acceptable evidence of correction, which
we are repeating below for your reference.

A credible allegation of compliance is a statement or documentation that is:

- Made by a representative of a laboratory with a history of having maintained a commitment to
compliance and taking corrective action when required;

- Realistic in terms of the possibility of the corrective action being accomplished between the date of
the survey and the date of the allegation; and

- Indicates resolution of the problems.
You were also advised that acceptable evidence of correction must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

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



- What measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and

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

Please be advised that effective with the date of cease testing, your laboratory is no longer authorized to perform
testing for [analyte/specialty/subspecialty] and cannot bill Medicare or Medicaid for these test(s) until your
laboratory can show evidence of successful participation in PT or risk sanction actions against your laboratory’s
CLIA certificate. In addition, if the failed PT is for an analyte that is part of a panel of tests, your laboratory must
not report out test results for the failed analyte(s).

Your laboratory must demonstrate satisfactory performance in two consecutive PT events to be considered for
recertification in [analyte/specialty/subspecialty]. Any two consecutive satisfactory PT events performed after
the first unsuccessful PT performance satisfies this requirement. Your laboratory may obtain the two consecutive
PT events, which may be special testing events, from any PT provider approved by CMS for the calendar year.

You are reminded that if you do not submit a credible allegation of compliance and acceptable evidence of
correction, or if you submit an allegation of compliance that is determined to be credible but are found to be out of
compliance with the requirement for successful participation in PT at the time of the next on-site survey, the
[State agency name] will recommend to the [RO name] Regional Office of the Centers for Medicare & Medicaid
Services (CMS) that sanctions be taken against your laboratory's CLIA certificate. As you were previously
advised, these may include alternative sanctions (Civil Money Penalty of up to $3,000 per day of noncompliance
or per violation per 42 C.F.R. 8 493.1834, Directed Plan of Correction per 42 C.F.R. § 493.1832, State Onsite
Monitoring per 42 C.F.R. § 493.1836) and principal sanctions (suspension, limitation and/or revocation of your
laboratory's CLIA certificate and cancellation of you laboratory's approval for Medicare payments per 42 C.F.R. §
493.1814).

We are giving you another opportunity to submit a credible allegation of compliance and acceptable evidence of
correction for the cited deficiencies. You must respond WITHIN 10 DAYS from receipt of this notice.

If we do not hear from you, or if we do not receive from you a credible allegation of compliance and acceptable
evidence of correction WITHIN 10 DAYS from receipt of this notice, we will forward your case to the CMS
Regional Office with recommendations for sanction action against your laboratory’s CLIA certificate. Once your
case has been referred, the CMS Regional Office has the final authority for any sanction actions to be imposed and
will inform you of its determination and the appeals procedures.

If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[NAME, title]
[State agency name]

cc: CMS Regional Office
[RO Address]



18. SA PT desk revu 1* unsuccessful AOC not credible [#1B - 05/18/06]
AOC not credible — change to waived/PPMP, patient outcome not addressed — second chance to submit credible AOC

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIANUMBER]
State I.D. #[STATE ID NUMBER if applicable]

RE: Allegation of Compliance not Credible/Evidence of Correction Unacceptable
Dear Director/Owner(s):

You were notified by our letter dated [date of AOC request letter] of your laboratory’s failure to meet the CLIA
requirements for successful participation in PT and Laboratory Director. We requested you submit a credible
allegation of compliance and acceptable evidence of correction within ten days of receipt of our notification letter
and Form CMS-2567, Statement of Deficiencies.

Your laboratory responded with an allegation of compliance of voluntary cease testing in
[analyte/specialty/subspecialty] and requested a change of certificate type to that of a Certificate of Waiver [or
Certificate of Provider Performed Microscopy Procedures (PPMP)]. In order for this allegation of compliance
to be credible, your laboratory must submit evidence that it has corrected actual or potential patient outcome
during the period of PT failure. Please be reminded of the requirements for a credible allegation of compliance and
acceptable evidence of correction, which we are repeating below for your reference.

A credible allegation of compliance is a statement or documentation that is:

- Made by a representative of a laboratory with a history of having maintained a commitment to
compliance and taking corrective action when required,

- Realistic in terms of the possibility of the corrective action being accomplished between the date of
the survey and the date of the allegation; and

- Indicates resolution of the problems.
You were also advised that acceptable evidence of correction must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;



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

- What measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and

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

Please be advised that effective with the date of cease testing, your laboratory is no longer authorized to perform
testing for [analyte/specialty/subspecialty] and cannot bill Medicare or Medicaid for these test(s).

You are reminded that if you do not submit a credible allegation of compliance and acceptable evidence of
correction, or if you submit an allegation of compliance that is determined to be credible but are found to be out of
compliance with the requirement for successful participation in PT at the time of the next on-site survey, the
[State agency name] will recommend to the [RO name] Regional Office of the Centers for Medicare & Medicaid
Services (CMS) that sanctions be taken against your laboratory's CLIA certificate. As you were previously
advised, these may include alternative sanctions (Civil Money Penalty of up to $3,000 per day of noncompliance
or per violation per 42 C.F.R. § 493.1834, Directed Plan of Correction per 42 C.F.R. 8 493.1832, State Onsite
Monitoring per 42 C.F.R. § 493.1836) and principal sanctions (suspension, limitation and/or revocation of your
laboratory's CLIA certificate and cancellation of you laboratory's approval for Medicare payments per 42 C.F.R. §
493.1814).

We are giving you another opportunity to submit a credible allegation of compliance and acceptable evidence of
correction for the cited deficiencies. You must respond WITHIN 10 DAY'S from receipt of this notice.

If we do not hear from you, or if we do not receive from you a credible allegation of compliance and acceptable
evidence of correction WITHIN 10 DAYS from receipt of this notice, we will forward your case to the CMS
Regional Office with recommendations for sanction action against your laboratory’s CLIA certificate. Once your
case has been referred, the CMS Regional Office has the final authority for any sanction actions to be imposed and
will inform you of its determination and the appeals procedures.

If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[NAME, title]
[State agency name]

cc: CMS Regional Office
[RO Address]



19. SA PT desk revu 1* unsuccessful AOC not credible [#2 - 05/18/06]
AOC not credible — no response to 2567B

[Date]

[Name of Laboratory]
[Address]

RE: [CLIA Number]
[Certified Mail #]

Dear [Name]:

This is in reference to our letter dated [Date] which referenced an unsuccessful proficiency testing (PT)
performance for [Specialty] and unsatisfactory PT performances for the [Events]. The response received [Date] is
unacceptable for the following reasons:

e [Example: D2016 - Please provide documentation of the maintenance performed on the Liston ECS
instrument and a policy that states PT samples will be saved for retesting. As stated in your response,
please provide written documentation of the change(s) in the PT handling procedure.]

e [Example: D2087- Please provide documentation of the repair to the Liston ECS instrument and
documentation of corrective action that was taken for glucose, calcium and blood urea nitrogen for the first
and third events of 2003. Although an invoice from Roche was provided, we are unable to determine what
instrument was serviced because only an instrument model number is listed.

Based on your response, we sent a revised Statement of Deficiencies (CMS 2567B) on [Date] and requested again
that your laboratory submit acceptable evidence of correction. No response was received to this request. Therefore,
we have referred your case to the Regional Office of the Centers for Medicare and Medicaid Services for
limitation of its CLIA certification.

To avoid suspension of your CLIA certification we strongly encourage you to submit the requested
information, in its entirety, as soon as possible.

The Proficiency Testing Coordinator, [Name], is available for any further questions and can be reached at [Phone]
or via e-mail at [Email address]. Please include your CLIA identification number on all correspondence.

Sincerely,

[Title/Name]



20. SA PT desk revu 1* unsuccessful AOC not credible refer to CMS [#1 - 05/18/06]
AOC not credible — refer to CMS RO for sanction action

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIANUMBER]
State I.D. #[STATE ID NUMBER if applicable]

RE: REFERRAL TO CMS FOR SANCTION ACTION
Dear Dr. [DIRECTOR NAME]:

You notified by letter dated [NOTICE DATE] that your laboratory’s allegation of compliance was not credible
and evidence of correction was not acceptable, and that your laboratory remains out of compliance with the CLIA
Conditions of successful PT participation and Laboratory Director. You were reminded in the same letter that
failure to come into compliance would result in our office referring your case to the CMS Regional Office with
recommendations for sanction actions. You were given another opportunity to submit a credible allegation of
compliance and acceptable evidence of correction within10 days. The 10-day time frame has passed, and we have
not received such evidence of correction. [or We received a second submission from your laboratory and again
found it to be unacceptable for the following reasons: give reasons]

Accordingly, we are forwarding your file to the CMS Regional Office to initiate sanction actions. The CMS
Regional Office will be notifying you in writing regarding its determination to impose sanction actions against
your laboratory's CLIA certificate.

If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[NAME, title]
[State agency name]



21. SA PT desk review 1* unsuccessful AOC request [#1- 05/18/06]
PT desk review finds 1* unsuccessful — request AOC

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIANUMBER]
State I.D. #[STATE ID NUMBER if applicable]

RE: CONDITIONS OUT - FIRST UNSUCCESSFUL PT PERFORMANCE
Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section
353 of the Public Health Service Act (42 U.S.C. §263a) and 42 Code of Federal Regulations, Part 493 (42 C.F.R.
8493). Federal regulations require onsite surveys to determine whether or not a laboratory is in compliance with
the applicable regulations. Compliance with these regulations is a condition of certification for the CLIA program.

Subpart H of 42 C.F.R. 493 requires each laboratory certified to test specimens under the CLIA regulations to
successfully participate in an approved proficiency testing (PT) program. The [State agency name] reviewed PT
results submitted to CLIA by your PT provider and found unsatisfactory performance in the events listed below:

PT Provider Testing Event Analyte/subspecialty Score

[list unsatisfactory events]

The CLIA regulations at 493.2 defines unsuccessful PT performance as failure to attain the minimum satisfactory
score for an analyte, test, subspecialty or specialty for two consecutive or two out of three consecutive testing
events. Based on the PT failures listed above, your facility is not in compliance with the Conditions of successful
participation in PT and Laboratory Director. Enclosed is Form CMS-2567, Statement of Deficiencies,
documenting your laboratory’s failure to meet these requirements: [delete any director Condition that does not

apply]

D2016 - 42 CFR 493.803  Condition: Successful participation [proficiency testing]

D6000 - 42 CFR 493.1403 Condition: Laboratories performing moderate complexity testing;
laboratory director;

D6076 - 42 CFR 493.1441 Condition: Laboratories performing high complexity testing;
laboratory director;



Laboratories that do not meet the Condition-level requirements of CLIA may not be certified to perform laboratory
testing under the CLIA program. You must take steps to bring any unmet Conditions into compliance immediately.

You are directed to submit a credible allegation of compliance and acceptable evidence of correction for the
deficiencies cited. Please document your allegation of compliance using the enclosed CMS-2567, Statement of
Deficiencies, in the columns labeled “Provider Plan of Correction” and “Completion Date” located on the right
side of the form, keying your responses to the deficiencies on the left. The laboratory director must sign, date and
return the completed CMS-2567 documented with a credible allegation of compliance to our office WITHIN 10
DAYS FROM RECEIPT of this notice. You must also submit documented evidence that verifies that the
corrections were made. Your allegation of compliance will be disclosed to the public upon request.

A credible allegation of compliance is a statement or documentation that is:

- Made by a representative of a laboratory with a history of having maintained a commitment to
compliance and taking corrective action when required,;

- Realistic in terms of the possibility of the corrective action being accomplished between the date of
the survey and the date of the allegation; and

- Indicates resolution of the problems.
For your information, acceptable evidence of correction must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

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

- What measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and

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

CLIA regulations at 42 C.F.R. 8 493.1838 allow a laboratory at the first occurrence of unsuccessful PT
performance to undertake training of its personnel, or obtain necessary technical assistance, or both, if appropriate
to the circumstances. If your laboratory determines that training/technical assistance is the appropriate corrective
action, evidence must be submitted to document that the training and/or technical assistance have been undertaken
and were effective in correcting the problems that caused the unsuccessful PT performance. In particular, the
evidence must include documentation that your laboratory has taken action to correct actual or potential patient
outcome during the period of PT failure. See the requirements for acceptable evidence of correction above.

If you do not submit a credible allegation of compliance and acceptable evidence of correction, or if you submit an
allegation of compliance that is determined to be credible but are found to be out of compliance with the CLIA
Condition of successful participation in PT at the time of the next on-site survey, the [State agency name] will
recommend to the [RO name] Regional Office of the Centers for Medicare & Medicaid Services (CMS) that
sanctions be taken against your laboratory's CLIA certificate. These may include alternative sanctions (Civil
Money Penalty of up to $3,000 per day of noncompliance or per violation per 42 CFR 493.1834, Directed Plan of
Correction per 42 CFR 493.1832, State Onsite Monitoring per 42 CFR 493.1836) and principal sanctions



(suspension, limitation and/or revocation of your laboratory's CLIA certificate and cancellation of you laboratory's
approval for Medicare payments per 42 CFR 493.1814).

If you have questions regarding this letter, please feel free to contact me at [PHONE #].
Sincerely,
[NAME, title]

[State agency name]

Enclosure: CMS-2567, Statement of Deficiencies



22. SA PT desk revu 1* unsuccessful AOC request [#1A - 05/18/06]
PT desk review discovers 1* unsuccessful after lab has ceased testing in the failed analyte(s) — request AOC

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIANUMBER]
State I.D. #[STATE ID NUMBER if applicable]

RE: VOLUNTARY WITHDRAWAL OR CEASE TESTING - FIRST UNSUCCESSFUL
Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section
353 of the Public Health Service Act (42 U.S.C. §263a) and 42 Code of Federal Regulations, Part 493 (42 C.F.R.
8493). Federal regulations require onsite surveys to determine whether or not a laboratory is in compliance with
the applicable regulations. Compliance with these regulations is a condition of certification for the CLIA program.

Subpart H of 42 C.F.R. 493 requires each laboratory certified to test specimens under the CLIA regulations to
successfully participate in an approved proficiency testing (PT) program. The [State agency name] reviewed PT
results submitted to CLIA by your PT provider and found unsatisfactory performance in the events listed below:

PT Provider Testing Event Analyte/subspecialty Score

[list unsatisfactory events]
Your laboratory voluntarily ceased testing in the failed [ analyte/specialty/subspecialty] effective [date].

The CLIA regulations at 493.2 defines unsuccessful PT performance as failure to attain the minimum satisfactory
score for an analyte, test, subspecialty or specialty for two consecutive or two out of three consecutive testing
events. Based on the PT failures listed above, your facility is not in compliance with the Conditions of successful
participation in PT and Laboratory Director. Enclosed is Form CMS-2567, Statement of Deficiencies,
documenting your laboratory’s failure to meet these requirements: [delete any director Condition that does not

apply]

D2016 - 42 CFR 493.803  Condition: Successful participation [proficiency testing]
D6000 - 42 CFR 493.1403 Condition: Laboratories performing moderate complexity testing;
laboratory director;



D6076 - 42 CFR 493.1441 Condition: Laboratories performing high complexity testing;
laboratory director.

Laboratories that do not meet the Condition-level requirements of CLIA may not be certified to perform laboratory
testing under the CLIA program. You must take steps to bring any unmet Conditions into compliance immediately.

You are directed to submit a credible allegation of compliance and acceptable evidence of correction for the
deficiencies cited. Please document your allegation of compliance using the enclosed CMS-2567, Statement of
Deficiencies, in the columns labeled “Provider Plan of Correction” and “Completion Date” located on the right
side of the form, keying your responses to the deficiencies on the left. The laboratory director must sign, date and
return the completed CMS-2567 documented with a credible allegation of compliance to our office WITHIN 10
DAYS FROM RECEIPT of this notice. You must also submit documented evidence that verifies that the
corrections were made. Your allegation of compliance will be disclosable to the public upon request.

A credible allegation of compliance is a statement or documentation that is:

- Made by a representative of a laboratory with a history of having maintained a commitment to
compliance and taking corrective action when required,;

- Realistic in terms of the possibility of the corrective action being accomplished between the date of
the survey and the date of the allegation; and

- Indicates resolution of the problems.
For your information, acceptable evidence of correction must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

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

- What measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and

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

Your laboratory may indicate cease testing as an allegation of compliance. In addition, your laboratory must
submit evidence that the problems that caused the unsuccessful PT performance have been corrected. The evidence
must also include documentation that your laboratory has taken action to correct actual or potential patient
outcome during the period of PT failure. See the requirements for acceptable evidence of correction above.

Please be advised that effective with the date of cease testing, your laboratory is no longer authorized to perform
testing for [analyte/specialty/subspecialty] and cannot bill Medicare or Medicaid for these test(s) until your
laboratory can show evidence of successful participation in PT or risk sanction actions against your laboratory’s
CLIA certificate. In addition, if the failed PT is for an analyte(s) that is part of a panel of tests, your laboratory
must not report out test results for the failed analyte(s).



In addition to submitting acceptable evidence that actual or potential negative patient outcome has been corrected,
your laboratory must demonstrate satisfactory performance in two consecutive PT events to be considered for
recertification in [analyte/specialty/subspecialty]. Any two consecutive satisfactory PT events performed after
the first unsuccessful PT performance satisfies this requirement. Your laboratory may obtain the two consecutive
PT events, which may be special testing events, from any PT provider approved by CMS for the calendar year.

Please be advised that if you do not submit a credible allegation of compliance and acceptable evidence of
correction, or if you submit an allegation of compliance that is determined to be credible but are found to be out of
compliance with the requirement for successful participation in PT at the time of the next on-site survey, the
[State agency name] will recommend to the [RO name] Regional Office of the Centers for Medicare & Medicaid
Services (CMS) that sanctions be taken against your laboratory's CLIA certificate. As you were previously
advised, these may include alternative sanctions (Civil Money Penalty of up to $3,000 per day of noncompliance
or per violation per 42 C.F.R. 8 493.1834, Directed Plan of Correction per 42 C.F.R. 8 493.1832, State Onsite
Monitoring per 42 C.F.R. § 493.1836) and principal sanctions (suspension, limitation and/or revocation of your
laboratory's CLIA certificate and cancellation of you laboratory's approval for Medicare payments per 42 C.F.R. §
493.1814).

If we do not hear from you, or if we do not receive from you a credible allegation of compliance and acceptable
evidence of correction WITHIN 10 DAYS from receipt of this notice, we will forward your case to the CMS
Regional Office with recommendations for sanction action against your laboratory’s CLIA certificate. Once your
case has been referred, the CMS Regional Office has the final authority for any sanction actions to be imposed and
will inform you of its determination and the appeals procedures.
If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[NAME, title]
[State agency name]

Enclosure: CMS-2567, Statement of Deficiencies



23. SA PT desk review 1* unsuccessful AOC request [#1B - 05/18/06]
PT desk review finds 1% unsuccessful after lab has 2 satisfactory events in the failed analyte(s) — request AOC

IMPORTANT NOTICE — ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIA NUMBER]
State 1.D. #[STATE ID NUMBER if applicable]

RE: VOLUNTARY WITHDRAWAL OR CEASE TESTING — FIRST UNSUCCESSFUL
Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section
353 of the Public Health Service Act (42 U.S.C. 8263a) and 42 Code of Federal Regulations, Part 493 (42 C.F.R.
8493). Federal regulations require onsite surveys to determine whether or not a laboratory is in compliance with
the applicable regulations. Compliance with these regulations is a condition of certification for the CLIA program.

Subpart H of 42 C.F.R. 493 requires each laboratory certified to test specimens under the CLIA regulations to
successfully participate in an approved proficiency testing (PT) program. The [State agency name] reviewed PT
results submitted to CLIA by your PT provider and found unsatisfactory performance in the events listed below:

PT Provider Testing Event Analyte/subspecialty Score

[list unsatisfactory events]
Your laboratory voluntarily ceased testing in the failed [analyte/specialty/subspecialty] effective [date].

The CLIA regulations at 493.2 defines unsuccessful PT performance as failure to attain the minimum satisfactory
score for an analyte, test, subspecialty or specialty for two consecutive or two out of three consecutive testing
events. Based on the PT failures listed above, your facility is not in compliance with the Conditions of successful
participation in PT and Laboratory Director. Enclosed is Form CMS-2567, Statement of Deficiencies,
documenting your laboratory’s failure to meet these requirements: [delete any director Condition that does not

apply]

D2016 - 42 CFR 493.803  Condition: Successful participation [proficiency testing]



D6000 - 42 CFR 493.1403 Condition: Laboratories performing moderate complexity testing;
laboratory director;

D6076 - 42 CFR 493.1441 Condition: Laboratories performing high complexity testing;
laboratory director.

Laboratories that do not meet the Condition-level requirements of CLIA may not be certified to perform laboratory
testing under the CLIA program. You must take steps to bring any unmet Conditions into compliance immediately.

You are directed to submit a credible allegation of compliance and acceptable evidence of correction for the
deficiencies cited. Please document your allegation of compliance using the enclosed CMS-2567, Statement of
Deficiencies, in the columns labeled “Provider Plan of Correction” and “Completion Date” located on the right
side of the form, keying your responses to the deficiencies on the left. The laboratory director must sign, date and
return the completed CMS-2567 documented with a credible allegation of compliance to our office WITHIN 10
DAYS FROM RECEIPT of this notice. You must also submit documented evidence that verifies that the
corrections were made. Your allegation of compliance will be disclosed to the public upon request.

A credible allegation of compliance is a statement or documentation that is:

- Made by a representative of a laboratory with a history of having maintained a commitment to
compliance and taking corrective action when required,;

- Realistic in terms of the possibility of the corrective action being accomplished between the date of
the survey and the date of the allegation; and

- Indicates resolution of the problems.
For your information, acceptable evidence of correction must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

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

- What measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and

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

Your laboratory may indicate cease testing as an allegation of compliance and must demonstrate satisfactory
performance in two consecutive PT events to be considered for recertification in [analyte/specialty/subspecialty].
Any two consecutive satisfactory PT events performed after the first unsuccessful PT performance satisfies this
requirement. Your laboratory may obtain the two consecutive PT events, which may be special testing events,
from any PT provider approved by CMS for the calendar year.

In addition, your laboratory must submit evidence that the problems that caused the unsuccessful PT performance
have been corrected. The evidence must also include documentation that your laboratory has taken action to
correct actual or potential patient outcome during the period of PT failure. See the requirements for acceptable
evidence of correction above.




Please be advised that effective with the date of cease testing, your laboratory is no longer authorized to perform
testing for [analyte/specialty/subspecialty] and cannot bill Medicare or Medicaid for these test(s) until your
laboratory can show evidence of successful participation in PT or risk sanction actions against your laboratory’s
CLIA certificate. In addition, if the failed PT is for an analyte(s) that is part of a panel of tests, your laboratory
must not report out test results for the failed analyte(s).

Please be advised that if you do not submit a credible allegation of compliance and acceptable evidence of
correction, or if you submit an allegation of compliance that is determined to be credible but are found to be out of
compliance with the requirement for successful participation in PT at the time of the next on-site survey, the
[State agency name] will recommend to the [RO name] Regional Office of the Centers for Medicare & Medicaid
Services (CMS) that sanctions be taken against your laboratory's CLIA certificate. As you were previously
advised, these may include alternative sanctions (Civil Money Penalty of up to $3,000 per day of noncompliance
or per violation per 42 C.F.R. 8 493.1834, Directed Plan of Correction per 42 C.F.R. 8 493.1832, State Onsite
Monitoring per 42 C.F.R. § 493.1836) and principal sanctions (suspension, limitation and/or revocation of your
laboratory's CLIA certificate and cancellation of you laboratory's approval for Medicare payments per 42 C.F.R. §
493.1814).

If we do not hear from you, or if we do not receive from you a credible allegation of compliance and acceptable
evidence of correction WITHIN 10 DAYS from receipt of this notice, we will forward your case to the CMS
Regional Office with recommendations for sanction action against your laboratory’s CLIA certificate. Once your
case has been referred, the CMS Regional Office has the final authority for any sanction actions to be imposed and
will inform you of its determination and the appeals procedures.
If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[NAME, title]

[State agency name]

Enclosure: CMS-2567, Statement of Deficiencies



24. SA PT desk review 1* unsuccessful AOC request [#2 - 05/18/06]
PT desk review finds 1* unsuccessful — request AOC

[Date]
[Address]
CLIA Number:

Dear [Name]:

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, and bill for services provided to Medicare beneficiaries or Medicaid recipients
under Title XVII1 and XIX of the Social Security Act, it must comply with all CLIA Requirements (42 CFR
493). Federal regulations require laboratories to enroll and successfully participate in a proficiency testing
program. Compliance with such regulations is a condition of certification for the CLIA program.

The [Name of State Agency] conducted a review of your proficiency testing results. Based on review of this
information, it was determined unsuccessful participation has been noted in the following area(s):

PT Provider Testing Event Analyte/subspecialty Score

[list unsatisfactory events]

The findings of the review are on the enclosed Statement of Deficiencies, CMS form 2567, and reflect that
your laboratory was not in compliance with Conditions required for participating in the CLIA program.
Specifically, the following CLIA Condition was not met:

[Example] 42 CFR 493.803 Condition: Successful Participation for Proficiency Testing]

Laboratories that do not meet a CLIA Condition may not be certified in the CLIA program. You must take
steps to bring any unmet CLIA Condition back into compliance immediately.

According to 42 CFR 493.1838, if laboratory participation in proficiency testing is unsuccessful, CMS may
require the laboratory to undertake training of its personnel, or to obtain necessary technical assistance, or both,
in order to meet the requirements of the proficiency testing program. If your laboratory determines that
training/technical assistance is the appropriate corrective action, evidence must be submitted to document that
the training and/or technical assistance have been undertaken and were effective in correcting the problems that
caused the unsuccessful PT performance. In particular, the evidence must include documentation that your
laboratory has taken action to correct actual or potential patient outcome during the period of PT failure.

You are directed to submit a credible allegation of compliance and evidence of correction for the deficiencies
cited. Please document your allegation of compliance using the enclosed CMS-2567, Statement of
Deficiencies, in the columns labeled “Provider Plan of Correction” and “Completion Date” located on the right
side of the form, keying your responses to the deficiencies on the left. The laboratory director must sign, date
and return the completed CMS-2567 documented with a credible allegation of compliance to our office. You
must also submit documented evidence that verifies that the corrections were made.



A credible allegation of compliance is a statement or documentation that is:

- Made by a representative of a laboratory with a history of having maintained a commitment to
compliance and taking corrective action when required,

- Realistic in terms of the possibility of the corrective action being accomplished between the date of
the survey and the date of the allegation; and

- Indicates resolution of the problems.
Your credible allegation of compliance and evidence of correction should be returned to our office at the
following address no later than 10 days from the receipt of this letter in order to avoid sanctions against

your laboratory, including but not limited to the following:

[List Sanctions]

In order to determine that your laboratory is in compliance with all the CLIA Conditions, documentation of
correction must be submitted before [Date]. If this documentation is not received, or does not indicate
compliance with the CLIA Condition, we will recommend to the Centers for Medicare and Medicaid Services
Regional office that enforcement actions be taken against your laboratory’s CLIA certificate.

If you have any questions regarding the information in this letter, please contact me at
[Phone].

Sincerely,

[Title]
[State Agency]

Enclosure: CMS-2567, Statement of Deficiencies



25. SA PT desk review1®™ unsuccessful no response warning letter [05/18/06)]
No response to AOC requests — warning letter prior to referral to CMS

[Date]

[Name of Laboratory]
[Attn: Name]
[Address]

[CLIA Number]
Dear Director/Owner(s):

On [Date] a letter was sent to you from the [State Agency name] requesting that you reply on Form CMS-2567,
Statement of Deficiencies, in the “Provider Plan of Correction” column with a credible allegation of compliance
for unsuccessful proficiency testing and submit evidence of corrective actions. Subsequent to that letter, the [State
Agency name] sent another notice via certified mail again requesting that your laboratory provide a credible
allegation of compliance and evidence of corrective actions for the unsuccessful proficiency testing by no later
than ten (10) calendar days after receipt. As of this date, this office has not received any response from your
laboratory to address your failure to meet the CLIA Condition of successful participation in proficiency testing.

We are providing your laboratory with a final opportunity to submit a credible allegation of compliance on the
enclosed Form CMS-2567 in the column labeled “Provider’s Plan of Correction” and provide acceptable written
evidence of compliance with the CLIA requirements. Your response must be submitted to the [State Agency
name] no later than five (5) calendar days after receipt of this notice.

If a laboratory fails to submit a credible allegation of compliance and evidence of correction, or if a plan of
correction submitted as an allegation of compliance is determined to be not satisfactory to demonstrate
compliance, CMS may cancel the laboratory’s approval to receive Medicare payment for its services in accordance
with 42CFR Part 493.1842(a)(2)(ii). In addition, CMS may consider the laboratory’s failure to comply with
reasonable requests for information necessary to determine the laboratory’s continued eligibility for a CLIA
certification as grounds for suspension, limitation or revocation of the laboratory’s CLIA certificate.

If we do not receive a credible allegation of compliance and acceptable evidence of correction by [Date], the [State
Agency name] will notify CMS of your non-compliance with CLIA requirements and recommend the following
sanction(s) be imposed.

Revocation of CLIA Certificate.

If referred, the CMS [Name] Regional Office will have the final authority for this determination, and that office
will inform you of its determination and your appeal rights. CMS is required to notify the public when principal
sanctions are imposed.



Please contact this office at [Address/Email/Phone] if you should have any questions concerning this letter.
Sincerely,
[Name/Title]
[Office]

Enclosure: Form CMS-2567, Statement of Deficiencies

CC:



26. SA PT desk review single unsatisfactory event - POC request [#1 - 05/18/06]
PT desk review finds unsatisfactory PT for a single event — request POC

(Language from this letter may be excerpted and added to POC request letter for unsatisfactory event discovered
at the onsite survey.)

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIA NUMBER]
State 1.D. #[STATE ID NUMBER if applicable]

RE: Request for POC for Unsatisfactory PT Performance

Dear Director/Owner(s):

Subpart H of 42 C.F.R. 493 requires each laboratory certified to test specimens under the CLIA regulations to
successfully participate in an approved proficiency testing (PT) program. The [State agency name] reviewed PT

results submitted to CLIA by your PT provider and found your laboratory failed in the following area(s):

PT Provider Testing Event Analyte/subspecialty Score

[list unsatisfactory events]

A score of 80% must be attained in each analyte or subspecialty to have satisfactory performance. A score of
100% is required in Immunohematology for ABO Rh typing and compatibility testing. If you believe the score is
in error due to processing by the PT provider please contact them directly to resolve any problems prior to
notifying this office.

Based on the PT failures listed above, your facility is not in compliance with the following standard-level CLIA
requirements for director responsibilities involving PT. Enclosed is Form CMS-2567, Statement of Deficiencies,
documenting your laboratory’s failure to meet these requirement(s): [delete tags that do not apply] [add in
standards within each specialty that applies, i.e. D2020, D2021, D2025, D2026 for Bacteriology, etc.]

D6016 - 42 CFR 493.1407(e)(4(i)  Standard: Laboratory director responsibilities, moderate
complexity testing

D6017 - 42 CFR 493.1407(e)(4(ii)  Standard: Laboratory director responsibilities, moderate
complexity testing

D6018 - 42 CFR 493.1407(e)(4(iii)  Standard: Laboratory director responsibilities, moderate
complexity testing



D6019 - 42 CFR 493.1407(e)(4(iv)  Standard: Laboratory director responsibilities, moderate
complexity testing

D6089 - 42 CFR 493.1445(e)(4(i)  Standard: Laboratory director responsibilities, high
complexity testing

D6090 - 42 CFR 493.1445(e)(4(i1)  Standard: Laboratory director responsibilities, high
complexity testing

D6091 - 42 CFR 493.1445(e)(4(ii1)  Standard: Laboratory director responsibilities, high
complexity testing

D6092 - 42 CFR 493.1445(e)(4(iv)  Standard: Laboratory director responsibilities, high
complexity testing

You are required to submit a detailed Plan of Correction (POC) to this office. The POC should indicate the
identification of the problem(s) leading to the PT failure and subsequent steps taken to ensure correction. The
correction must include documentation that your laboratory has taken action to correct actual or potential patient
outcome during the period of PT failure. The POC is disclosable to the public upon request.

The POC must be returned within ten (10) days of receipt of this notice. Please indicate your corrective
actions on the right side of the form CMS-2567 in the column labeled "Provider Plan of Correction”, keying your
responses to the deficiencies on the left. Additionally, indicate your anticipated completion dates in the column
labeled "Completion Date.” The POC must be dated and signed by the director.

Your laboratory is also required to provide acceptable evidence of correction for the cited deficiencies. For your
information, acceptable evidence of correction must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

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

- What measure(s) have been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and

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

Your laboratory must take appropriate and effective corrective action to prevent the PT failure from recurring.
Failure to attain the minimum satisfactory score for an analyte, test, subspecialty or specialty for two consecutive
or two out of three consecutive testing events will result in non-compliance with the CLIA Condition of successful
participation in PT. (See 42 C.F.R. 493.803.)

Regulations at 42 CFR 493.1816 state that if a laboratory has deficiencies that are not at the Condition level, the
laboratory must submit a plan of correction that is acceptable to CMS (renamed Centers for Medicare & Medicaid
Services, or CMS) in content and time frames. Further, regulations at 42 CFR 493.1816 require all deficiencies to
be corrected within 12 months after the last day of the survey. Please note that depending on the nature and
seriousness of the deficiency, the acceptable time frame for correction may be less than 12 months.

If your laboratory does not respond timely to this request, or if your laboratory submits a Plan of Correction that is
not acceptable in content and time frames, or if your laboratory does not demonstrate compliance with all CLIA
requirements by the specified completion date, the [State agency name] will recommend to the [Name of RO]
Regional Office of the Centers for Medicare & Medicaid Services (CMS) that sanctions be taken against your
laboratory's CLIA certificate. Sanctions may include suspension, limitation and/or revocation of your laboratory's



CLIA certificate and concurrent cancellation of your laboratory's approval for Medicare payments per 42 CFR
8493.1816. Once your case has been referred, the CMS Regional Office has the final authority for any sanction
actions to be imposed and will inform you of its determination and the appeals procedures.

If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[NAME, title]
[State agency name]

Enclosure: CMS-2567, Statement of Deficiencies



27. SA PT survey 1% unsuccessful AOC request [#1 - 05/18/06]
Surveys finds PT 1% unsuccessful only Condition out — request AOC

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIANUMBER]
State I.D. #[STATE ID NUMBER if applicable]

RE: CONDITION OUT — UNSUCCESSFUL PARTICIPATION IN PROFICIENCY TESTING
Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section
353 of the Public Health Service Act (42 U.S.C. §263a) and 42 Code of Federal Regulations, Part 493 (42 C.F.R.
8493). Federal regulations require onsite surveys to determine whether or not a laboratory is in compliance with
the applicable regulations. Compliance with these regulations is a condition of certification for the CLIA program.

The [State agency name] conducted [CHOOSE SURVEY TYPE: an initial, a routine recertification, or a
complaint] survey of your laboratory that was completed on [SURVEY DATE]. [Add the following sentence
when appropriate: Please note that this routine survey was expedited because your laboratory's CLIA certificate
has expired or is about to expire.] As a result of the survey, it was determined that there was unsatisfactory
performance in proficiency testing (PT) for the events listed below:

PT Provider Testing Event Analyte/subspecialty Score

[list unsatisfactory events]

The CLIA regulations at 493.2 defines unsuccessful PT performance as failure to attain the minimum satisfactory
score for an analyte, test, subspecialty or specialty for two consecutive or two out of three consecutive testing
events. Based on the PT failures listed above, your facility is not in compliance with the Conditions of successful
participation in PT and Laboratory Director: [Delete Conditions that do not apply.]

D2016 - 42 CFR 493.803 Condition: Successful participation [proficiency testing]

D6000 - 42 CFR 493.1403 Condition: Laboratories performing moderate complexity testing;
laboratory director;

D6076 - 42 CFR 493.1441 Condition: Laboratories performing high complexity testing;
laboratory director.



In addition, other standards were also found to be not met. Enclosed is Form CMS-2567, Statement of
Deficiencies, listing all the deficiencies found during the survey.

Laboratories that do not meet the Condition-level requirements of CLIA may not be certified to perform laboratory
testing under the CLIA program. You must take steps to bring any unmet Conditions into compliance immediately.

You are directed to submit a credible allegation of compliance and acceptable evidence of correction for the
deficiencies cited. Please document your allegation of compliance using the enclosed CMS-2567, Statement of
Deficiencies, in the columns labeled “Provider Plan of Correction” and “Completion Date” located on the right
side of the form, keying your responses to the deficiencies on the left. The laboratory director must sign, date and
return the completed CMS-2567 documented with a credible allegation of compliance to our office WITHIN 10
DAYS FROM RECEIPT of this notice. You must also submit documented evidence that verifies that the
corrections were made. We may conduct a follow-up onsite survey in approximately 30-45 days to verify the
corrections if we find your allegation of compliance to be credible and the submitted evidence to be acceptable. If
your laboratory does not submit a credible allegation of compliance and acceptable evidence of correction, we will
not conduct a follow-up survey. (Your allegation of compliance will be included in the public record of the
inspection.)

A credible allegation of compliance is a statement or documentation that is:

- Made by a representative of a laboratory with a history of having maintained a commitment to
compliance and taking corrective action when required;

- Realistic in terms of the possibility of the corrective action being accomplished between the date of
the survey and the date of the allegation; and

- Indicates resolution of the problems.
For your information, acceptable evidence of correction must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

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

- What measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and

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

CLIA regulations at 42 C.F.R. 8 493.1838 allow a laboratory at the first occurrence of unsuccessful PT
performance to undertake training of its personnel, or obtain necessary technical assistance, or both, if appropriate
to the circumstances. If your laboratory determines that training/technical assistance is the appropriate corrective
action, evidence must be submitted to document that the training and/or technical assistance have been undertaken
and were effective in correcting the problems that caused the unsuccessful PT performance. In particular, the
evidence must include documentation that your laboratory has taken action to correct actual or potential patient
outcome during the period of PT failure. See the requirements for acceptable evidence of correction above.




If you do not submit a credible allegation of compliance and acceptable evidence of correction, or if you submit an
allegation of compliance that is determined to be credible but are found to be still out of compliance with any
CLIA Condition-level requirements at the time of the follow-up visit, by the [State agency name] will
recommend to the [RO name] Regional Office of the Centers for Medicare & Medicaid Services (CMS) that
sanctions be taken against your laboratory's CLIA certificate. These may include alternative sanctions (Civil
Money Penalty of up to $3,000 per day of noncompliance or per violation per 42 CFR § 493.1834, Directed Plan
of Correction per 42 CFR § 493.1832, State Onsite Monitoring per 42 CFR 8493.1836) and principal sanctions
(suspension, limitation and/or revocation of your laboratory's CLIA certificate and cancellation of you laboratory's
approval for Medicare payments per 42 CFR § 493.1814).

Please note that the routine survey takes an overview of the laboratory through random sampling. By its nature, the
routine survey may not find every violation that the laboratory may have committed. It remains the responsibility
of the laboratory and its director to ensure that the laboratory is at all times following all CLIA requirements, to
identify any problems in the laboratory and take corrective action specific to the problems, and to institute
appropriate quality assurance measures to ensure that the deficient practices do not recur.

In addition to the routine CLIA certification surveys, announced or unannounced investigations/ surveys may be
conducted by the [State agency name] at any time to address complaints or other non-compliance issues. These
investigations/surveys may well identify violations that may not have surfaced during a routine survey using
random sampling, but for which the laboratory and its director will still be held responsible.
If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[NAME, title]
[State agency name]

Enclosure: CMS-2567, Statement of Deficiencies



28. SA PT survey 1% unsuccessful AOC AOC request [#1A - 05/18/06]
Surveys finds PT 1% unsuccessful other Condition(s) out — request AOC

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIANUMBER]
State I.D. #[STATE ID NUMBER if applicable]

RE: CONDITIONS OUT INCLUDING UNSUCCESSFUL PARTICIPATION IN PT
Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section
353 of the Public Health Service Act (42 U.S.C. §263a) and 42 Code of Federal Regulations, Part 493 (42 C.F.R.
8493). Federal regulations require onsite surveys to determine whether or not a laboratory is in compliance with
the applicable regulations. Compliance with these regulations is a condition of certification for the CLIA program.

The [State agency name] conducted [CHOOSE SURVEY TYPE: an initial, a routine recertification, or a
complaint] survey of your laboratory that was completed on [SURVEY DATE]. [Add the following sentence
when appropriate: Please note that this routine survey was expedited because your laboratory's CLIA certificate
has expired or is about to expire.] As a result of the survey, it was determined that your facility is not in
compliance with all of the Conditions required for certification in the CLIA program, including the Condition of
successful participation in proficiency testing (PT). Specifically, the following Conditions were not met: [Delete
Conditions that do not apply.]

D2000 - 42 CFR 493.801 Condition: Enrollment and testing of [proficiency testing] samples;
D2016 - 42 CFR 493.803 Condition: Successful participation [proficiency testing]
D3000 - 42 CFR 493.1101 Condition: Facility Administration

D5002 - 42 CFR 493.1201 Condition: Bacteriology ;

D5004 - 42 CFR 493.1202 Condition: Mycobacteriology;

D5006 - 42 CFR 493.1203 Condition: Mycology;

D5008 - 42 CFR 493.1204 Condition: Parasitology;

D5010 - 42 CFR 493.1205 Condition: Virology;

D5012 - 42 CFR 493.1207 Condition: Syphilis serology;

D5014 - 42 CFR 493.1208 Condition: General immunology;

D5016 - 42 CFR 493.1210 Condition: Routine chemistry;

D5018 - 42 CFR 493.1211 Condition: Urinalysis;



D5020 - 42 CFR 493.1212 Condition: Endocrinology;

D5022 - 42 CFR 493.1213 Condition: Toxicology;

D5024 - 42 CFR 493.1215 Condition: Hematology;

D5026 - 42 CFR 493.1217 Condition: Immunohematology;

D5028 - 42 CFR 493.1219 Condition: Histopathology;

D5030 - 42 CFR 493.1220 Condition: Oral pathology;

D5032 - 42 CFR 493.1221 Condition: Cytology;

D5034 - 42 CFR 493.1225 Condition: Clinical cytogenetics;

D5040 - 42 CFR 493.1226 Condition: Radiobioassay;

D5042 - 42 CFR 493.1227 Condition: Histocompatibility;

D5200 - 42 CFR 493.1230 Condition: General laboratory systems;

D5300 - 42 CFR 493.1240 Condition: Preanalytic systems;

D5400 - 42 CFR 493.1250 Condition: Analytic systems;

D5980 - 42 CFR 493.1355 Condition: Laboratories performing PPM procedures;
laboratory director;

D5990 - 42 CFR 493.1355 Condition: Laboratories performing PPM procedures;
testing personnel;

D6000 - 42 CFR 493.1403 Condition: Laboratories performing moderate complexity testing;
laboratory director;

D6033 - 42 CFR 493.1409 Condition: Laboratories performing moderate complexity testing;
technical consultant;

D6056 - 42 CFR 493.1415 Condition: Laboratories performing moderate complexity testing;
clinical consultant;

D6063 - 42 CFR 493.1421 Condition: Laboratories performing moderate complexity testing;
testing personnel;

D6076 - 42 CFR 493.1441 Condition: Laboratories performing high complexity testing;
laboratory director;

D6108 - 42 CFR 493.1447 Condition: Laboratories performing high complexity testing;
technical supervisor;

D6134 - 42 CFR 493.1453 Condition: Laboratories performing high complexity testing;
clinical consultant;

D6141 - 42 CFR 493.1459 Condition: Laboratories performing high complexity testing;
general supervisor;

D6153 - 42 CFR 493.1467 Condition: Laboratories performing high complexity testing;
cytology general supervisor

D6162 - 42 CFR 493.1481 Condition: Laboratories performing high complexity testing;
cytotechnologist;

D6168 - 42 CFR 493.1487 Condition: Laboratories performing high complexity testing;
testing personnel;

D8100 - 42 CFR 493.1771 Condition: Inspection requirements applicable to all CLIA-certified
and CLIA-exempt laboratories.

In addition, other standards were also found to be not met. Enclosed is Form CMS-2567, Statement of
Deficiencies, listing all the deficiencies found during the survey.

The CLIA regulations at 8 493.2 defines unsuccessful PT performance as failure to attain the minimum
satisfactory score for an analyte, test, subspecialty or specialty for two consecutive or two out of three consecutive
testing events. Based on the survey findings, your laboratory is not in compliance with the Condition of successful



participation in proficiency testing (PT) based on unsatisfactory performance in proficiency testing (PT) for the
events listed below:

PT Provider Testing Event Analyte/subspecialty Score

[list unsatisfactory events]

Laboratories that do not meet the Condition-level requirements of CLIA may not be certified to perform laboratory
testing under the CLIA program. You must take steps to bring any unmet Conditions into compliance immediately.

You are directed to submit a credible allegation of compliance and acceptable evidence of correction for the
deficiencies cited. Please document your allegation of compliance using the enclosed CMS-2567, Statement of
Deficiencies, in the columns labeled “Provider Plan of Correction” and “Completion Date” located on the right
side of the form, keying your responses to the deficiencies on the left. The laboratory director must sign, date and
return the completed CMS-2567 documented with a credible allegation of compliance to our office WITHIN 10
DAYS FROM RECEIPT of this notice. You must also submit documented evidence that verifies that the
corrections were made. We may conduct a follow-up onsite survey in approximately 30-45 days to verify the
corrections if we find your allegation of compliance to be credible and the submitted evidence to be acceptable. If
your laboratory does not submit a credible allegation of compliance and acceptable evidence of correction, we will
not conduct a follow-up survey. (Your allegation of compliance will be included in the public record of the
inspection.)

A credible allegation of compliance is a statement or documentation that is:

- Made by a representative of a laboratory with a history of having maintained a commitment to
compliance and taking corrective action when required;

- Realistic in terms of the possibility of the corrective action being accomplished between the date of
the survey and the date of the allegation; and

- Indicates resolution of the problems.
For your information, acceptable evidence of correction must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

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

- What measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and

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

CLIA regulations at 42 C.F.R. 8 493.1838 allow a laboratory at the first occurrence of unsuccessful PT
performance to undertake training of its personnel, or obtain necessary technical assistance, or both, if appropriate
to the circumstances. If your laboratory determines that training/technical assistance is the appropriate corrective
action, evidence must be submitted to document that the training and/or technical assistance have been undertaken



and were effective in correcting the problems that caused the unsuccessful PT performance. In particular, the
evidence must include documentation that your laboratory has taken action to correct actual or potential patient
outcome during the period of PT failure. See the requirements for acceptable evidence of correction above.

If you do not submit a credible allegation of compliance and acceptable evidence of correction for all deficiencies,
or if you submit an allegation of compliance that is determined to be credible but are found to be still out of
compliance with any CLIA Condition-level requirements at the time of the follow-up visit, by the [State agency
name] will recommend to the [RO name] Regional Office of the Centers for Medicare & Medicaid Services
(CMS) that sanctions be taken against your laboratory's CLIA certificate. These may include alternative sanctions
(Civil Money Penalty of up to $3,000 per day of noncompliance or per violation per 42 CFR 493.1834, Directed
Plan of Correction per 42 CFR 493.1832, State Onsite Monitoring per 42 CFR 493.1836) and principal sanctions
(suspension, limitation and/or revocation of your laboratory's CLIA certificate and cancellation of you laboratory's
approval for Medicare payments per 42 CFR 493.1814).

Please note that the routine survey takes an overview of the laboratory through random sampling. By its nature, the
routine survey may not find every violation that the laboratory may have committed. It remains the responsibility
of the laboratory and its director to ensure that the laboratory is at all times following all CLIA requirements, to
identify any problems in the laboratory and take corrective action specific to the problems, and to institute
appropriate quality assurance measures to ensure that the deficient practices do not recur.

In addition to the routine CLIA certification surveys, announced or unannounced investigations/ surveys may be
conducted by the [State agency name] at any time to address complaints or other non-compliance issues. These
investigations/surveys may well identify violations that may not have surfaced during a routine survey using
random sampling, but for which the laboratory and its director will still be held responsible.
If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[NAME, title]
[State agency name]

Enclosure: CMS-2567, Statement of Deficiencies



29. SA referral to medical board [#1 - 05/18/06]
SA notifies medical board for action of final CLIA sanctions and prohibition against MD director

IMPORTANT NOTICE - PLEASE READ CAREFULLY
[TODAY'S DATE]

Medical Board of [State]
[Address]

RE: [Name], M.D.
License number [Number]

Dear [Name]:

The subject M.D. was director of [Name of Laboratory], a laboratory which had its CLIA certification revoked
due to deficiencies cited at a [Date] CLIA survey of the laboratory, resulting in a determination of immediate
jeopardy to public health and safety. Dr. [Name of MD] failed to ensure that [Name of Laboratory] provided
quality laboratory services for all aspects of test performance. The laboratory appealed CMS’ sanction
determination and the case went before an Administrative Law Judge (ALJ). The ALJ upheld the revocation,
which became effective [Date], the date of the ALJ decision. [Name of MD] did not appeal CMS’ determination
to hold him as a responsible director in connection with the revocation action.

As a result of the revocation [Name of MD] is prohibited from owning, operating or directing any laboratory for a
period of at least two years from the date of the revocation, or until at least [Revocation date + 2 years]. A copy
of the final notification to [Name of MD] is enclosed, along with a copy of the [Survey date] deficiency report.
We are referring this case to your office for appropriate action regarding possible violations of the Medical
Practice Act.

If you have any questions regarding this letter, please contact [Staff name] of my staff at [telephone number].
Sincerely,
[Name/Title]
[State Agency Name]

Enclosures

cc: [CMS RO]



30. SA sanction referral to CMS — Conditions out at follow up survey [#1- 05/18/06]
Conditions out at follow up survey - compliance not achieved after warning letter, refer to CMS for sanctions

IMPORTANT NOTICE - PLEASE READ CAREFULLY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIANUMBER]
State I.D. #[STATE ID NUMBER if applicable]

RE: REFERRAL TO CMS FOR SANCTION ACTION
Dear Dr. [DIRECTOR NAME]:
You were notified by letter dated [NOTICE DATE] that Condition-level deficiencies remained at the follow-up
survey of your laboratory conducted on [FOLLOW UP SURVEY DATE]. You were notified in the same letter
that our office would refer your case to the CMS Regional Office with recommendations for sanction actions. You
were given 10 days in which to submit evidence verifying that all Condition-level deficiencies had been corrected.
The 10-day time frame has passed, and we have not received such evidence of correction.
Accordingly, by this letter we are forwarding your file to the CMS Regional Office to initiate sanction actions. The
CMS Regional Office will be notifying you in writing regarding its determination to impose sanction actions
against your laboratory's CLIA certificate.
If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[SURVEYOR NAME], [TITLE]
[STATE AGENCY NAME]



31. SA standards out - no POC [#1 - 05/18/06]
Standards only — lab does not respond — second request for POC

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIANUMBER]
State I.D. #[STATE ID NUMBER if applicable]

RE: PLAN OF CORRECTION NOT RECEIVED
Dear Director/Owner(s):

You were notified by our letter dated [date of POC request letter] of deficiencies found at the [SURVEY
DATE] survey of your laboratory. We requested you submit an acceptable plan of correction and evidence of
correction for the deficiencies cited within ten days of receipt of our notification letter. To date we have received
no response from your laboratory.

You are reminded that if you do not submit an acceptable plan of correction and acceptable evidence of correction,
or if you submit a plan of correction that is determined to be unacceptable, the [State Agency Name] will
recommend to the [RO Name] Regional Office of the Centers for Medicare & Medicaid Services (CMS) that
sanctions be taken against your laboratory's CLIA certificate. As you were previously advised, these may include
alternative sanctions (Directed Plan of Correction per 42 C.F.R. 8 493.1832, State Onsite Monitoring per 42
C.F.R. § 493.1836) and principal sanctions (suspension, limitation and/or revocation of your laboratory's CLIA
certificate and cancellation of you laboratory's approval for Medicare payments per 42 C.F.R. § 493.1814).

We are giving you another opportunity to submit an acceptable plan of correction and evidence of correction for
the cited deficiencies. You must respond WITHIN 10 DAY'S from receipt of this notice.

If we do not hear from you, or if we do not receive from you an acceptable plan of correction with acceptable
evidence of correction WITHIN 10 DAYS from receipt of this notice, we will forward your case to the CMS
Regional Office with recommendations for sanction action against your laboratory’s CLIA certificate. Once your
case has been referred, the CMS Regional Office has the final authority for any sanction actions to be imposed and
will inform you of its determination and the appeals procedures.



If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[SURVEYOR NAME], [TITLE]
[STATE AGENCY NAME]



32. SA acceptable POC #1.doc [05/18/06]
Standards only — POC acceptable

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] ZIP]

CLIA #[CLIA NUMBER]
State I.D. #[STATE ID NUMBER if applicable]

RE: PLAN OF CORRECTION AND EVIDENCE OF CORRECTION ACCEPTABLE
Dear Director/Owner(s):

By letter dated [Letter Date], we notified you that based on the onsite survey completed on [Survey Date], your
facility was not in compliance with standard-level CLIA requirements. In our letter we requested that you submit
an acceptable plan of correction and acceptance evidence of correction. We received your response on
[Submission Date], and have determined that your plan of correction and evidence of correction are acceptable.

We encourage your laboratory to maintain compliance with all CLIA requirements. It is the responsibility of the
laboratory and its director to ensure that the laboratory is at all times following all CLIA requirements, to identify
any problems in the laboratory and take corrective action specific to the problems, and to institute appropriate
quality assessment measures to ensure that the deficient practices do not recur.

If it is discovered that your plan of correction was not implemented or that compliance was not maintained, the
[State Agency name] will refer the case to the CMS Regional Office for appropriate action and recommend that
sanctions be taken against your laboratory's CLIA certificate.
If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[SURVEYOR NAME], [TITLE]
[STATE AGENCY NAME]



33. SA standards out - acceptable POC #2.doc [05/18/06]
Standards only — POC acceptable

[Date]

[Address]
[CLIA Number]
Dear: [Name]

Your Plan of Correction (POC) for the deficiencies cited from the CLIA survey of your laboratory on [Date], was
received in this office on [Date]. The POC is acceptable. Recertification of your laboratory will be recommended
to the Centers for Medicare and Medicaid Services (CMS). Our office may contact you after your last completion
date to request documentation of correction of the deficiencies. If you have any questions please do not hesitate to
call this office at and ask to speak with.

Sincerely,

[Title]
State Agency



34. SA standards out - acceptable POC #3 with follow up.doc [05/18/06]
Standards only — POC acceptable with follow-up

[Date]

[Laboratory Address]
[CLIA Number]

Dear: [Name]

Your Plan of Correction (POC) for the deficiencies cited from the CLIA survey of your laboratory on [Date], was
received in this office on [Date]. The POC is acceptable. Thank you for including the follow-up materials with the
POC. Recertification of your laboratory will be recommended to the Centers for Medicare and Medicaid Services
(CMS). If you have any questions please do not hesitate to call this office at [Phone] and ask to speak with
[Name].

Sincerely,

[State Agency Name]



35. SA Standards out - POC request #1.doc [05/18/06]
SA Standards out - POC request letter

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] ZIP]

CLIA #[CLIA NUMBER]
State I.D. #[STATE ID NUMBER if applicable]

RE: STANDARD-LEVEL DEFICIENCIES
Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section
353 of the Public Health Service Act (42 U.S.C. §263a) and 42 Code of Federal Regulations, Part 493 (42 C.F.R.
8493). Federal regulations require onsite surveys to determine whether or not a laboratory is in compliance with
the applicable regulations. Compliance with these regulations is a condition of certification for the CLIA program.

The [STATE AGENCY NAME] (State agency) conducted [CHOOSE SURVEY TYPE: an initial, a routine
recertification, or a complaint] survey of your laboratory that was completed on [SURVEY DATE]. [Add the
following sentence when appropriate: Please note that this routine survey was expedited because your
laboratory's CLIA certificate has expired or is about to expire.] Enclosed is form CMS-2567, Statement of
Deficiencies, listing the deficiencies found during the survey. The deficiency statement references the CLIA
regulations at 42 CFR 493.

You are required to respond within 10 days of receipt of this notice. Please indicate your corrective actions on the
right side of the form CMS-2567 in the column labeled "Provider Plan of Correction™, keying your responses to
the deficiencies on the left. Additionally, indicate your anticipated completion dates in the column labeled
"Completion Date."

Please return the completed form CMS-2567, dated and signed by the director, within 10 days of receipt of this
notice.

Regulations at 42 CFR 493.1816 state that if a laboratory has deficiencies that are not at the Condition level, the
laboratory must submit a plan of correction that is acceptable to CMS (renamed Centers for Medicare & Medicaid
Services, or CMS) in content and time frames. Further, regulations at 42 CFR 493.1816 require all deficiencies to



be corrected within 12 months after the last day of the survey. Please note that depending on the nature and
seriousness of the deficiency, the acceptable time frame for correction may be less than 12 months.

If your laboratory does not respond timely to this request, or if your laboratory submits a Plan of Correction that is
not acceptable in content and time frames, or if your laboratory does not demonstrate compliance with all CLIA
requirements by the specified completion date, we will recommend to CMS imposition of principal sanctions, i.e.,
suspension, limitation and/or revocation of your laboratory's CLIA certificate and concurrent cancellation of your
laboratory's approval for Medicare payments per 42 CFR 493.1816.

Your laboratory will also be required to provide acceptable evidence of correction for the cited deficiencies. For
your information, acceptable evidence of correction must include:

For your information, acceptable evidence of correction must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

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

- What measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and

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

Please note that the routine survey takes an overview of the laboratory through random sampling. By its nature, the
routine survey may not find every violation that the laboratory may have committed. It remains the responsibility
of the laboratory and its director to ensure that the laboratory is at all times following all CLIA requirements, to
identify any problems in the laboratory and take corrective action specific to the problems, and to institute
appropriate quality assessment measures to ensure that the deficient practices do not recur.

In addition to the routine CLIA certification surveys, announced or unannounced investigations/ surveys may be
conducted by the [STATE AGENCY NAME] at any time to address complaints or other non-compliance issues.
These investigations/surveys may well identify violations that may not have surfaced during a routine survey using
random sampling, but for which the laboratory and its director will still be held responsible.
If you have questions regarding this letter, please feel free to contact me at [PHONE #].

Sincerely,

[SURVEYOR NAME], [TITLE]

[STATE AGENCY NAME]

Enclosure: CMS-2567, Statement of Deficiencies



36. SA Standards out - POC request #2.doc [05/17/06]
SA Standards out - POC request letter

Dear Director/Owner(s):

[Date]

[Laboratory Address]

[CLIA Number]

RE: STANDARD-LEVEL DEFICIENCIES
Dear: [Name]

The [State Agency Name], conducted a recertification survey of your laboratory on [Date]. Enclosed is the
Statement of Deficiencies (CMS-2567) found during that survey.

You are requested to indicate your Plan of Correction on the right side of the form, keying your responses to the
deficiency on the left. An acceptable plan of correction must include the following:

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

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

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

- What measure has been put into place or what systemic changes have been made to ensure the deficient practice
does not recur;

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

Please indicate your anticipated completion dates in the appropriate space. If the deficiencies are corrected by the
date of submission of the plan of correction, please send documentation for verification of the correction.
Deficiencies cited that indicate a completion date past the date of submission of the plan of correction will require
follow up by our office to verify correction. Correction of all deficiencies cited must be verified by our office
within 12 months from the date of the original survey to avoid imposition of sanctions.

Please return the CMS 2567, dated and signed by the director, within 10 days of receipt to the address below.

Sincerely,

[State Agency Name]

Enclosures



37. SA standards out — unacceptable POC #1.doc [05/18/06]
Standards only — 1¥ POC unacceptable, second request for acceptable POC

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] ZIP]

CLIA #[CLIANUMBER]
State 1.D. #[STATE ID NUMBER if applicable]

RE: PLAN OF CORRECTION UNACCEPTABLE

Dear Director/Owner(s):

You were notified by our letter dated [date of POC request letter] of deficiencies found at the [SURVEY
DATE] survey of your laboratory. We requested you submit a plan of correction for the deficiencies cited within
ten days of receipt of our notification letter. You were advised that the plan of correction must be acceptable in

content and time frames.

We received your plan of correction on [date]. We have reviewed your submission and find that it is
unacceptable for the following reasons:

[Give reasons POC unacceptable]

We are giving you another opportunity to submit an acceptable plan of correction for the cited deficiencies. You
must respond WITHIN 10 DAYS OF RECEIPT of this notice and provide a plan of correction that is acceptable
in content and time frames.

You are reminded that your laboratory will also be required to provide acceptable evidence of correction for the
cited deficiencies by the specified completion date in your plan of correction once it has been determined to be
acceptable. We remind you that acceptable evidence of correction must include:

For your information, acceptable evidence of correction must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;



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

- What measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and

- How the corrective action(s) are being monitored to ensure the deficient practice does not recur.
You are also reminded that if your laboratory does not provide a plan of correction that is acceptable in content
and time frames, or if your laboratory does not demonstrate compliance with all CLIA requirements by the
specified completion dates in your plan of correction, we will refer your case to CMS with recommendations that
sanctions be imposed against your laboratory's CLIA certificate.
If you have questions regarding this letter, please feel free to contact me at [PHONE #].
Sincerely,

[SURVEYOR NAME], [TITLE]
[STATE AGENCY NAME]



38. SA standards out - unacceptable POC #2.doc [05/18/06]
Standards only — POC incomplete, ask for clarification

[Date]
[Address]
[CLIA Number]

Dear [Name]:

Thank you for submitting the Plan of Correction (POC) for the deficiencies cited from the CLIA survey of your
laboratory on [Date]. Clarification is required for certain intended corrections. Please submit further, more detailed
information as described below.

[EXAMPLE] D4030: Failure to have written procedures for streaking of media for urine colony counts and a
written quality assurance (QA) plan.

1. A more complete written procedure for urine colony counts is required. On the day of survey, July 8, 2003,
blood agar media was observed as being used, as well as EMB agar media for performing urine colony
counts, which is the acceptable standard of practice for this procedure. The urine colony count procedure
with your POC does not indicate that blood agar media is used for urine colony counts.

2. A written Quality Assurance (QA) procedure is required. On the day of survey Proficiency Testing was
observed as being performed for urine colony counts for QA purposes. There was no QA procedure
submitted with the POC to indicate that the laboratory is continuing this process.

Also, please provide completion dates for the D tag cited, in the far right column of your plan of correction. A
copy of your POC has been included for reference. If you have any questions regarding this request, please call our
office at [Phone] and ask for [Name].

Sincerely,

[Title]
State Agency



39. SA terminate lab ceased testing #1.doc [05/18/06]
Terminate CLIA certificate — lab ceased testing

IMPORTANT NOTICE - PLEASE READ CAREFULLY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIA NUMBER]
State 1.D. #[STATE ID NUMBER if applicable]

RE: TERMINATION OF CLIA CERTIFICATE
Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section
353 of the Public Health Service Act (42 U.S.C. 8263a) and 42 Code of Federal Regulations, Part 493 (42 C.F.R.
8493). Federal regulations require onsite surveys to determine whether or not a laboratory is in compliance with
the applicable regulations. Compliance with these regulations is a condition of certification for the CLIA program.

In attempting to schedule a recertification survey to determine compliance with CLIA requirements, we were
informed that your laboratory has ceased testing effective [Date]. Based on this information, we are terminating
your laboratory's CLIA certificate effective [Date], the date testing ceased. If your laboratory wishes to resume
testing in the future, you may contact our office to reinstate your CLIA certificate or reapply for CLIA
certification, as appropriate.

If you have questions regarding this letter, please feel free to contact me at [PHONE #].
Sincerely,
[SURVEYOR NAME], [TITLE]

[STATE AGENCY NAME]
cc: CMS Regional Office



40. SA terminate new lab not ready for survey #1.doc [05/18/06]
Terminate CLIA certificate — new lab not ready for survey

IMPORTANT NOTICE - PLEASE READ CAREFULLY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA # [CLIANUMBER]
State I.D. #[STATE ID NUMBER if applicable]

RE: TERMINATION OF CLIA CERTIFICATE
Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section
8353 of the Public Health Service Act (42 U.S.C. 8§263a) and 42 Code of Federal Regulations, Part 493 (42 C.F.R.
8493). Federal regulations require onsite surveys to determine whether or not a laboratory is in compliance with
the applicable regulations. Compliance with these regulations is a condition of certification for the CLIA program.

Your laboratory applied for and was issued a CLIA number effective [application date on 116 screen 3.1]. The
[State Agency Name] has attempted to conduct an initial survey of your laboratory to determine compliance with
CLIA requirements. Your laboratory was contacted on [Give history of attempt(s), i.e., dates of contact and
record of what transpired] to schedule the survey. However, your laboratory has indicated that it is not ready for
survey.

By this letter, we are notifying you that we are terminating your laboratory's CLIA certificate effective with the
date of application. When your laboratory is fully operational, you may contact our office again to reapply for
CLIA certification and schedule the mandatory compliance survey at that time after applicable fees have been
paid.

You are also advised that until your facility is appropriately certified by CLIA, you are not authorized to conduct
any patient testing, including waived testing and provider performed microscopy procedures, or to bill Medicare or
Medicaid for any such testing. Any facility that performs patient testing without proper CLIA certification shall be
subject to imprisonment, or fines, or both. See 42 U.S.C. 263(a)(1).



If you have questions regarding this letter, please feel free to contact me at [PHONE #].
Sincerely,
[SURVEYOR NAME], [TITLE]
[STATE AGENCY NAME]

cc: CMS Regional Office



50. RO denial of CLIA application #1.doc [05/19/06]
RO denies CLIA application — gives appeal right to request reconsideration for prospective laboratory

IMPORTANT NOTICE - PLEASE READ CAREFULLY

Via facsimile to [xxx xxx-xxxx] and first class mail.

[TODAY'S DATE] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)

[DIRECTOR NAME], M.D., Director

[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [State] [ZIP]

RE:  Application for CLIA Certification
Dear Director and Owner(s):

Our agent at the California Department of Health Services, Laboratory Field Services (State agency) has referred your
application for CLIA certification to our office. We note that your laboratory is located in the same location as [Name
of revoked laboratory], a laboratory whose CLIA certificate CMS revoked effective [Revocation date].

We have reviewed the documents submitted in connection with your application, including an Assignment of Lease
agreement by which [Name of revoked laboratory] has assigned its lease for its laboratory space to [Name of
applicant laboratory]. Based on the evidence, we have determined that this arrangement constitutes a change of
ownership from [Name of revoked laboratory] to [Name of applicant laboratory].

CLIA policy dictates that when a change of ownership occurs, the existing CLIA number should be assigned
automatically to the new owner. In this instance, [Name of applicant laboratory] must assume [Name of revoked
laboratory]'s CLIA number. However, as [Name of revoked laboratory]'s CLIA certificate has been revoked, [Name
of applicant laboratory] would not be able to operate under a CLIA number that has been revoked. We are therefore
denying your application for a CLIA certificate.

If you do not believe this determination to deny your application for a CLIA certificate is correct, you may request a

reconsideration with CMS in accordance with 42 C.F.R. § 498.22. A written request for reconsideration must be filed
no later than sixty days after the date this letter is received. The date of receipt will be presumed to be 5 days after the
date of this notice unless there is showing that it was, in fact, received earlier or later. Such a request may be made to:

[Name of RO Manager]

[Name of Branch]

[Name of Division]

[Centers for Medicare & Medicaid Services]
[Street address]

[City, State Zip]

The request for reconsideration must state the issues, or the findings of fact with which you disagree and the reason for
disagreement. You may submit any written evidence and statements that are relevant and material to the matters at
issue.



If you have any questions regarding this letter, please contact [Staff name] of my staff at [telephone number].

Sincerely,

[Name/Title]
[Branch Name]
[Division Name]

cc: [State agency name]



51. RO federal survey — Conditions out - AOC request #1.doc [05/19/06]
RO federal survey finds Conditions out - AOC request letter model #1

IMPORTANT NOTICE — ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director

[OWNER NAME], Owner(s)

[LAB NAME]
[ADDRESS]
[CITY], [STATE] [ZIP]

CLIA # [CLIA NUMBER]

RE: CONDITION-LEVEL DEFICIENCIES

Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section
353 of the Public Health Service Act (42 U.S.C. 8263a) and 42 Code of Federal Regulations, Part 493 (42 C.F.R.
8493). Federal regulations require onsite surveys to determine whether or not a laboratory is in compliance with
the applicable regulations. Compliance with these regulations is a condition of certification for the CLIA program.

A representative from the Centers for Medicare & Medicaid Services (CMS), [RO name] Regional Office
conducted a [CHOOSE SURVEY TYPE: an initial, a routine recertification, or a complaint] survey of your
laboratory that was completed on [Survey date]. As a result of the survey, it was determined that your facility is
not in compliance with all of the Conditions required for certification in the CLIA program. Specifically, the
following Conditions were not met: [Delete Conditions that do not apply.]

D2000 - 42 CFR 493.801

D2016 - 42 CFR 493.803

D3000 - 42 CFR 493.1101
D5002 - 42 CFR 493.1201
D5004 - 42 CFR 493.1202
D5006 - 42 CFR 493.1203
D5008 - 42 CFR 493.1204
D5010 - 42 CFR 493.1205
D5012 - 42 CFR 493.1207
D5014 - 42 CFR 493.1208
D5016 - 42 CFR 493.1210
D5018 - 42 CFR 493.1211
D5020 - 42 CFR 493.1212

Condition:
Condition:
Condition:
Condition:
Condition:
Condition:
Condition:
Condition:
Condition:
Condition:
Condition:
Condition:
Condition:

Enrollment and testing of [proficiency testing] samples;
Successful participation [proficiency testing]
Facility Administration

Bacteriology ;

Mycobacteriology;

Mycology;

Parasitology;

Virology;

Syphilis serology;

General immunology;

Routine chemistry;

Urinalysis;

Endocrinology;



D5022 - 42 CFR 493.1213 Condition: Toxicology;

D5024 - 42 CFR 493.1215 Condition: Hematology;

D5026 - 42 CFR 493.1217 Condition: Immunohematology;

D5028 - 42 CFR 493.1219 Condition: Histopathology;

D5030 - 42 CFR 493.1220 Condition: Oral pathology;

D5032 - 42 CFR 493.1221 Condition: Cytology;

D5034 - 42 CFR 493.1225 Condition: Clinical cytogenetics;

D5040 - 42 CFR 493.1226 Condition: Radiobioassay;

D5042 - 42 CFR 493.1227 Condition: Histocompatibility;

D5200 - 42 CFR 493.1230 Condition: General laboratory systems;

D5300 - 42 CFR 493.1240 Condition: Preanalytic systems;

D5400 - 42 CFR 493.1250 Condition: Analytic systems;

D5800 - 42 CFR 493.1290 Condition: Postanalytic systems;

D5980 - 42 CFR 493.1355 Condition: Laboratories performing PPM procedures;
laboratory director;

D5990 - 42 CFR 493.1355 Condition: Laboratories performing PPM procedures;
testing personnel;

D6000 - 42 CFR 493.1403 Condition: Laboratories performing moderate complexity testing;
laboratory director;

D6033 - 42 CFR 493.1409 Condition: Laboratories performing moderate complexity testing;
technical consultant;

D6056 - 42 CFR 493.1415 Condition: Laboratories performing moderate complexity testing;
clinical consultant;

D6063 - 42 CFR 493.1421 Condition: Laboratories performing moderate complexity testing;
testing personnel;

D6076 - 42 CFR 493.1441 Condition: Laboratories performing high complexity testing;
laboratory director;

D6108 - 42 CFR 493.1447 Condition: Laboratories performing high complexity testing;
technical supervisor;

D6134 - 42 CFR 493.1453 Condition: Laboratories performing high complexity testing;
clinical consultant;

D6141 - 42 CFR 493.1459 Condition: Laboratories performing high complexity testing;
general supervisor;

D6153 - 42 CFR 493.1467 Condition: Laboratories performing high complexity testing;
cytology general supervisor

D6162 - 42 CFR 493.1481 Condition: Laboratories performing high complexity testing;
cytotechnologist;

D6168 - 42 CFR 493.1487 Condition: Laboratories performing high complexity testing;
testing personnel;

D8100 - 42 CFR 493.1771 Condition: Inspection requirements applicable to all CLIA-certified
and CLIA-exempt laboratories.

In addition, other standards were also found to be not met. Enclosed is Form CMS-2567, Statement of
Deficiencies, listing all the deficiencies found during the survey.

Laboratories that do not meet the Condition-level requirements of CLIA may not be certified to perform laboratory
testing under the CLIA program. You must take steps to bring any unmet Conditions into compliance immediately.



You are directed to submit a credible allegation of compliance and acceptable evidence of correction for the
deficiencies cited. Please document your allegation of compliance using the enclosed CMS-2567, Statement of
Deficiencies, in the columns labeled “Provider Plan of Correction” and “Completion Date” located on the right
side of the form, keying your responses to the deficiencies on the left. The laboratory director must sign, date and
return the completed CMS-2567 documented with a credible allegation of compliance to our office WITHIN 10
DAYS FROM RECEIPT of this notice. You must also submit documented evidence that verifies that the
corrections were made. We may conduct a follow-up onsite survey in approximately 30-45 days to verify the
corrections if we find your allegation of compliance to be credible and the submitted evidence to be acceptable. If
your laboratory does not submit a credible allegation of compliance and acceptable evidence of correction, we will
not conduct a follow-up survey. (Your allegation of compliance will be included in the public record of the
inspection.)

A credible allegation of compliance is a statement or documentation that is:

- Made by a representative of a laboratory with a history of having maintained a commitment to
compliance and taking corrective action when required,;

- Realistic in terms of the possibility of the corrective action being accomplished between the date of
the survey and the date of the allegation; and

- Indicates resolution of the problems.
For your information, acceptable evidence of correction must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

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

- What measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and

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

If you do not submit a credible allegation of compliance and acceptable evidence of correction, or if you submit an
allegation of compliance that is determined to be credible but are found to be still out of compliance with any
CLIA Condition-level requirements at the time of the follow-up visit, we will impose. These may include
alternative sanctions (Civil Money Penalty of up to $3,000 per day of noncompliance per 42 CFR § 493.1834,
Directed Plan of Correction per 42 CFR § 493.1832, State Onsite Monitoring per 42 CFR § 493.1836) and
principal sanctions (suspension, limitation and/or revocation of your laboratory's CLIA certificate and cancellation
of you laboratory's approval for Medicare payments per 42 CFR § 493.1814).

Please note that the routine survey takes an overview of the laboratory through random sampling. By its nature, the
routine survey may not find every violation that the laboratory may have committed. It remains the responsibility
of the laboratory and its director to ensure that the laboratory is at all times following all CLIA requirements, to
identify any problems in the laboratory and take corrective action specific to the problems, and to institute
appropriate quality assessment measures to ensure that the deficient practices do not recur.

In addition to the routine CLIA certification surveys, announced or unannounced investigations/ surveys may be
conducted by CMS or its agent at any time to address complaints or other non-compliance issues. These



investigations/surveys may well identify violations that may not have surfaced during a routine survey using
random sampling, but for which the laboratory and its director will still be held responsible.

If you have questions regarding this letter, please feel free to contact [Staff name] at [telephone number].
Sincerely,
[Name/Title]

[Branch Name]
[Division Name]

Enclosure: CMS-2567, Statement of Deficiencies



52. RO federal survey — Conditions out - AOC request #2.doc [05/19/06]
RO federal survey finds Conditions out - AOC request letter model #2

[Date]

[Name of Laboratory]
[Attn: Name]
[Address]

[CLIA Number]
Dear [Name]:

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, and bill for services provided to Medicare beneficiaries or Medicaid recipients under
Title XVIII and XIX of the Social Security Act, it must comply with all CLIA Requirements (42 CFR 493). Federal
regulations require surveys to determine whether a laboratory complies with the applicable regulations.

Personnel from the Center for Medicare & Medicaid Services [CMS], [Name] Regional Office conducted a Federal
Recertification Survey [Date]. CMS has determined that your laboratory is not in compliance with CLIA
Conditions. Enclosed is a complete listing of all deficiencies on the CMS-2567 form. Specifically, your laboratory
does not meet the following CLIA Condition(s):

[Example:

42 CFR 493.1240 Condition:; Pre-Analytic Systems
42 CFR 493.1403 Condition: Laboratories performing moderate complexity testing; laboratory director]

CMS will not certify a laboratory for participation in the CLIA program that does not meet CLIA Conditions. You
must take steps to bring any unmet CLIA Conditions into compliance immediately.

You must indicate acceptable corrective action for each deficiency cited on the enclosed CMS-2567, Statement of
Deficiencies, using the Provider Plan of Correction column. Indicate the appropriate completion dates on the right
side of the form, keying your responses to the deficiencies on the left. In addition, the laboratory director must
sign and date the first page of the CMS-2567. Please retain a copy for your files. Your response must also include
acceptable evidence that the corrective actions have been implemented.

It is essential that your plan of correction answer the following questions for each cited deficiency:

What action will your laboratory take to correct the deficient practice?

When will the corrective action be complete?

Who (by position) will be responsible for taking the corrective action?

How will you evaluate or monitor the corrective action to prevent the recurrence of the deficient practice?

The plan of correction will be included in the public record of inspection. Please send the CMS-2567 annotated
with your plan of correction to our office by [Date].

For CMS to conduct a revisit to determine compliance, the date you allege your laboratory is back in compliance
with all CLIA Conditions must be before [Date]. If your laboratory’s plan of correction is determined to be a
credible allegation of compliance, CMS will conduct a follow-up visit. If your laboratory is out of compliance with
any CLIA Condition at the time of the follow-up visit, this office may impose alternative or principle sanctions
against the laboratory’s CLIA certificate.



Your recertification survey was conducted using the CLIA Final Rule, which was published in the January 12, 2004
Federal Register with an effective date of April 24, 2004. Please note that the items listed on the survey report form
(CMS-2567) are those items that were required of your laboratory both under the former CLIA rule and the CLIA
Final Rule (Federal Register 3640).

The Federal surveyor discussed some items needing correction due to provisions solely contained in the CLIA Final
Rule. During this survey cycle, CMS is seeking to educate providers about the regulatory requirements in the CLIA
Final Rule, and hope to obtain voluntary compliance with these requirements. As such, these items are listed in this
letter rather than the survey report. We encourage you and your staff to familiarize yourselves with the provisions of
the CLIA Final Rule. Correction of the items listed below will improve the quality of care for your patients and will
assist you in the future, when deficiencies in meeting these requirements will be included as part of the survey report
and resolution process.

At the time of your survey, your laboratory was not in compliance with the following provisions contained in the
CLIA Final Rule:

[Example:

e Dtag D5421: Section 493.1253(b)(1) to (b)(i) : Establishment and verification of performance specifications.
Each laboratory that introduces an unmodified, FDA-cleared or approved test system must do the following
before reporting patient test results...Demonstrate that it can obtain performance specifications comparable to
those established by the manufacturer for the following performance characteristics: accuracy, precision,
reportable range of test results for the test system, and reference intervals .

Based on review of quality control records and interview with staff, the laboratory failed to verify
performance specifications for the following tests: HBSAG, HCV, and Anti-HBS.
These tests were implemented into the laboratory after [Date].
In addition, we are requiring you to provide us with a Plan of Correction for the deficiency listed above. This
deficiency, as well as those listed on the survey report form, CMS-2567, will require correction before your
laboratory will be in complete compliance with the CLIA regulations.
Please contact [Name] at [Phone/Email] with any questions concerning this letter.
Sincerely,
[Name/Title]
[Office Name]
cc: [List]

Enclosures: CMS-2567



53. RO federal survey — standards out - POC request #1.doc [05/19/06]
RO federal survey finds standards out - POC request letter model #1

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] ZIP]

CLIA #[CLIA NUMBER]
RE: STANDARD-LEVEL DEFICIENCIES
Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section
353 of the Public Health Service Act (42 U.S.C. 8§ 263a) and 42 Code of Federal Regulations, Part 493 (42 C.F.R.
8 493). Federal regulations require onsite surveys to determine whether or not a laboratory is in compliance with
the applicable regulations. Compliance with these regulations is a condition of certification for the CLIA program.

A representative from the Centers for Medicare & Medicaid Services (CMS), [RO name] Regional Office
conducted a [CHOOSE SURVEY TYPE: an initial, a routine recertification, or a complaint] survey of your
laboratory that was completed on [Survey date]. Enclosed is form CMS-2567, Statement of Deficiencies, listing
the deficiencies found during the survey. The deficiency statement references the CLIA regulations at 42 C.F.R. §
493.

You are required to respond within 10 days of receipt of this notice. Please indicate your corrective actions on the
right side of the form CMS-2567 in the column labeled "Provider Plan of Correction™, keying your responses to
the deficiencies on the left. Additionally, indicate your anticipated completion dates in the column labeled
"Completion Date."

Please return the completed form CMS-2567, dated and signed by the director, within 10 days of receipt of this
notice.

Regulations at 42 C.F.R. 8 493.1816 state that if a laboratory has deficiencies that are not at the Condition level,
the laboratory must submit a plan of correction that is acceptable to CMS in content and time frames. Further,
regulations at 42 C.F.R. § 493.1816 require all deficiencies to be corrected within 12 months after the last day of
the survey. Please note that depending on the nature and seriousness of the deficiency, the acceptable time frame
for correction may be less than 12 months.



If your laboratory does not respond timely to this request, or if your laboratory submits a Plan of Correction that is
not acceptable in content and time frames, or if your laboratory does not demonstrate compliance with all CLIA
requirements by the specified completion date, we will impose principal sanctions, i.e., suspension, limitation and/or
revocation of your laboratory's CLIA certificate and concurrent cancellation of your laboratory's approval for Medicare
payments per 42 CFR § 493.1816.

Your laboratory will also be required to provide acceptable evidence of correction for the cited deficiencies. For
your information, acceptable evidence of correction must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

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

- What measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and

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

Please note that the routine survey takes an overview of the laboratory through random sampling. By its nature, the
routine survey may not find every violation that the laboratory may have committed. It remains the responsibility
of the laboratory and its director to ensure that the laboratory is at all times following all CLIA requirements, to
identify any problems in the laboratory and take corrective action specific to the problems, and to institute
appropriate quality assessment measures to ensure that the deficient practices do not recur.

In addition to the routine CLIA certification surveys, announced or unannounced investigations/ surveys may be
conducted by CMS or its agent at any time to address complaints or other non-compliance issues. These
investigations/surveys may well identify violations that may not have surfaced during a routine survey using
random sampling, but for which the laboratory and its director will still be held responsible.
If you have questions regarding this letter, please feel free to contact [Staff name] at [telephone number].
Sincerely,
[Name/Title]
[Branch Name]

[Division Name]

Enclosure: CMS-2567, Statement of Deficiencies



54. RO lab loses accreditation from AO #1.doc [05/19/06]
AO denies, revokes or withdraws accreditation — RO notifies lab of CLIA certificate status

IMPORTANT NOTICE - PLEASE READ CAREFULLY

Via facsimile to [xxx xxx-xxxx] and first class mail.
[Date] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)

[Name/Title]
[Name of Laboratory]
[Address]

CLIA number: [CLIA Number]
RE: [Name of Accreditation Organization (AO)] Denial [or Revocation] of Accreditation
Dear [Name]:

The [Name of AO] has advised us by letter dated [AO notice date] that it has made the determination to [choose
one: deny, revoke or withdraw] accreditation for [Name of Laboratory] effective [AO
denial/revocation/withdrawal date]. [Name of AO]’s decision to [choose one: deny, revoke or withdraw] the
laboratory’s accreditation was based on [give reasons].

Laboratories with a CLIA certificate of accreditation, such as [Name of Laboratory], must be accredited by a
CMS approved accrediting organization for all laboratory services provided. As a result of the [choose one: denial,
revocation or withdrawal] of accreditation by [Name of AQO], [Name of Laboratory] is no longer deemed to meet
the CLIA requirements. In addition, the CLIA certificate of accreditation issued to the laboratory for the period
[begin and end date of certificate] is no longer applicable.

CLIA regulations at 42 C.F.R. § 493.551(c) permit the laboratory to retain its certificate of accreditation for 45 days
after the laboratory receives notice of the withdrawal or revocation of the accreditation, or the effective date of any
action taken by CMS, whichever is earlier. Accordingly, your laboratory may retain its certificate of accreditation until
no later than 45 days after [AO denial/revocation/withdrawal date], or until [AO denial/revocation/ withdrawal
date + 45 days].

Your laboratory is reminded that no person may perform laboratory examinations or other procedures on materials
derived from the human body unless there is in effect a certificate issued by the Secretary of the Health and Human
Services applicable to the category of examinations or procedures which includes such examination or procedure. (See
42 U.S.C. §8 263a (b)). Any person who intentionally violates CLIA requirements is subject to sanctions, including
imprisonment, fines, or both. (42 U.S.C. § 263(a)(1)).

Based on the history of non-compliance with [Name of AO], it is necessary for our agents at the [Name of State
Agency] to conduct a survey of [Name of Laboratory] to determine whether your laboratory is in compliance
with all CLIA requirements. To facilitate the process and avoid any gap in certification, we recommend your
laboratory apply for a certificate of compliance and remit the applicable CLIA fees as soon as possible. To apply for a
CLIA certificate of compliance, please contact the State agency at:

[State Agency Name



Address
Phone number]

If compliance cannot be determined or an application for a CLIA certificate of compliance is not received by [AO
denial/revocation/ withdrawal date + 45 days], we may take action to suspend and/or revoke your laboratory’s
CLIA certificate of accreditation and, if applicable, cancel Medicare payment for tests performed. (42 C.F.R. §
493.61(c)). [Add this sentence if a hospital laboratory: If the laboratory’s CLIA certificate is revoked, [Name of
hospital]’s eligibility to participate in the Medicare program as a provider of hospital services may also be affected
since the Condition of Participation related to Laboratory Services at 42 C.F.R. § 482.27 will no longer be met.] Should
this action be necessary, we will notify you at the time of action and provide your laboratory with an explanation of
your appeal rights.

If you have any questions regarding this notice, please contact [Staff name] at [Phone number].

Sincerely,

[Name/Title]
[Branch Name]
[Division Name]
cc: [Hospital Administrator, if applicable]
[Name of AO]

[State agency name]

[CMS CO]



55. RO LBA cease & desist letter #1.doc [05/19/06]
RO natifies facility to cease LBA testing till CLIA certified

IMPORTANT NOTICE - ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL
TRANSMISSION OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[NAME]
[ADDRESS]
[CITY], [STATE] ZIP]

Dear [Name]:

It has come to our attention that you are performing the laboratory test “Live Blood Cell Analysis” without
a CLIA certificate.

We are the agency which monitors laboratories for compliance with all requirements of the Clinical Laboratory
Improvement Amendments of 1988 (CLIA), which was passed into legislation by Congress to ensure quality
laboratory testing.

In order for a laboratory to perform testing under CLIA, it must comply with all CLIA requirements. These
requirements are found in section 353 of the Public Health Service Act (42 U.S.C. § 263a) and in Title 42 Code of
Federal Regulations, Part 493 (42 C.F.R. Part 493). Federal regulations require onsite surveys to determine
whether or not a laboratory is in compliance with the applicable regulations. Compliance with these regulations is
a condition of certification for the CLIA program.

CLIA defines a laboratory as:

A facility for the biological, microbiological, serological, chemical, immuno-hematological,
hematological, biophysical, cytological, pathological, or other examination of materials derived from
the human body for the purpose of providing information for the diagnosis, prevention, or treatment of
any disease or impairment of, or the assessment of health of, human beings. These examinations also
include procedures to determine measure or otherwise describe the presence or absence of various
substances or organisms in the body.

You are performing laboratory testing as defined by CLIA without the appropriate CLIA certification. You are,
therefore, in violation of CLIA and are performing laboratory testing illegally.

Please be advised that no person may perform laboratory examinations or other procedures on materials derived
from the human body unless there is in effect a certificate issued by the Secretary applicable to the category of
examinations or procedures which includes such examination or procedure. See 42 U.S.C. § 263a(b). Therefore,
YOU ARE REQUIRED TO CEASE ALL TESTING IMMEDIATELY. See 42 U.S.C. § 263a(l). Please be
advised that any person who intentionally violates this mandate of CLIA shall be subject to imprisonment, or fines,
or both. See 42 U.S.C. § 263a(l).

Live Blood Cell Analysis is categorized by default as a high complexity laboratory test. 42 C.F.R. 493 Subpart C
identifies the requirements for applying for and receiving a CLIA certificate of compliance. Please pay particular



attention to 42 C.F.R. 8§ 493.43(c) for application requirements. If you elect to apply for CLIA certification, a
CLIA application may be obtained from:

[State Agency name
Address
Phone number]

Unless an application is received and approved, and a CLIA registration certificate is issued to your facility, you
may not perform any laboratory testing. We reiterate that it is illegal for you to perform any laboratory testing as
you are not CLIA certified.

If you elect to permanently cease all patient laboratory testing, we are enclosing an attestation for your
completion and signature. Please complete, sign and return by [Date of notice + 10 days] to this office at:
Centers for Medicare & Medicaid Services
CLIA Program
[RO address]
Attention: [Staff name]

If we do not receive a notarized copy of the enclosed attestation or you fail to cease all laboratory testing and fail
to obtain appropriate CLIA certification, pursuant to 42 C.F.R. § 493.1840(a)(2) and 8§ 493.1840(a)(6), we will
refer your case to the United States Department of Health and Human Services’ Office of Inspector General for
investigation and criminal prosecution. In the future, if you are found to be in violation of CLIA, you may be
subject to civil money penalties of up to $3,000 per day of violation.

If you have questions regarding this letter, please feel free to contact [Staff name] at [telephone number].
Sincerely,
[Name/Title]
[Branch Name]

[Division Name]

Enclosure: Attestation of Cease Testing



Centers for Medicare & Medicaid Services
CLIA Program

ATTESTATION OF CEASE TESTING

By means of my signature on this attestation, I, [Name], located at [Address], am attesting to the fact that | have
been notified by letter dated [Notice date] that since | do not possess a valid CLIA certificate, it is illegal for me to
perform any laboratory testing including Live Blood Cell Analysis whether or not any fees are charged for the
tests. | understand that any person who intentionally violates this mandate of CLIA shall be subject to
imprisonment, or fines, or both. See 42 U.S.C. § 263a(l).

I am also attesting that all laboratory testing which includes microscopic examination of human specimens (Live
Blood Cell Analysis) has ceased as of the date of [Date testing ceased]. I understand that if I am found to be in
violation of the above CLIA statute, | may be subject to a civil money penalty of up to $3,000 per day of
violation.

I understand that under section 353 of the Public Health Service Act, | may face imprisonment or fines if convicted
of intentionally violating CLIA requirements by conducting testing without a valid CLIA certificate.

Signature

[Name Date
Address
City, State, Zip]

NOTARIZATION REQUIRED



56. RO referral to OIG form #1.doc [05/19/06]

OIG REFERRAL

TO: Name
Special Agent in Charge
Office of Inspector General
Address
City, State Zip

FROM: Centers for Medicare & Medicaid Services
Division of Survey and Certification/CLIA Program
Address
City, State Zip

RE: CLIA# Laboratory:

Owner(s): Director:

We are referring the case for your investigation per regulations cited below:
U 493.1840(a)(1) The laboratory was guilty of misrepresentation in obtaining a CLIA certificate.
U 493.1840(a)(2) Performed, or represented the laboratory as entitled to perform, a laboratory

examination or other procedure that is not within a category of laboratory examinations or other
procedures authorized by its CLIA certificate.

0 493.1840(a)(6) Violated or aided and abetted in the violation of any provisions of CLIA and its
implementing regulations.

0 493.1840(b) Adverse action based on improper referrals in proficiency testing. Laboratory
intentionally referred its proficiency testing samples to another laboratory for analysis.

Per 42 C.F.R. 493.1840(f), HCFA natifies the OIG of any of the above violations within 30 days of the
determination of the violation.

O The lab was guilty of failure to grant immediate access, which is basis for OIG permissive
exclusion per 42 C.F.R. 1001.1301.

QO Sanction letters and/or background material attached (include HCFA-1513 and HCFA-855 if
available).

Comments:

Please respond in writing within 60 days whether the case has been accepted for investigation.
If so, please provide name and telephone number of agent assigned to the case.

Referral Contact: Phone Number: Date:




57. RO sanction — attestation for director #1.doc [05/19/06]
Sanctions final - request attestation from director

ATTESTATION

By my signature below, I, , director of [Name of Laboratory] located at [Address], [CLIA Number], am
attesting that [Name of Laboratory] has ceased operations as of the revocation date of [Revocation date]. | understand
that effective [Revocation date] the laboratory may not perform testing of any kind, including waived testing and
provider performed microscopy procedures, regardless of whether it charges for such testing. | am also attesting to the
following (please check one and complete as appropriate):

As of [Revocation date] that [Name of Laboratory]'s CLIA certificate was revoked; | was owner,
operator, and/or director of the following laboratories:

Name Address CLIA Number Position

I have removed myself from the position of owner, operator and/or director of the above laboratories effective
and am submitting evidence of having so removed myself along with this signed attestation by
[Notice date + 15 days].

As of [Revocation date], the date that [Name of Laboratory]’s CLIA certificate was revoked, | was not the
owner, operator, and/or director of any laboratory other than [Name of Laboratory]. I am returning this signed
attestation by [Notice date + 15 days].

Due to the revocation of [Name of Laboratory], | understand that | am prohibited from owning or operating
(including directing), in fact or by proxy, any laboratory, including laboratories performing only waived testing or
provider performed microscopy procedures, until at least [Revocation date + 2 years]. | further understand that
before | can be reinstated into the CLIA program as an owner, operator, or director of any laboratory, | must first
apply for reinstatement directly to the CMS Regional Office, and the laboratory | seek to own, operate or direct
must submit to a survey and be found in compliance with all applicable CLIA requirements. In addition, |
understand that any person who intentionally violates the requirements of CLIA shall be subject to imprisonment,
fine, or both. See 42 U.S.C. § 263a(l).

Signature

Director Name Date

Contact address other than laboratory address

Contact telephone number



58. RO sanction — attestation for owner #1.doc [05/19/06]
Sanctions final - request attestation from owner

ATTESTATION

By my signature below, I, , owner of [Name of Laboratory] located at [Address], [CLIA Number], am
attesting that [Name of Laboratory] has ceased operations as of the revocation date of [Revocation date]. | understand
that effective [Revocation date] the laboratory may not perform testing of any kind, including waived testing and
provider performed microscopy procedures, regardless of whether it charges for such testing. | am also attesting to the
following (please check one and complete as appropriate):

As of [Revocation date] that [Name of Laboratory]'s CLIA certificate was revoked; | was owner,
operator, and/or director of the following laboratories:

Name Address CLIA Number Position

| have removed myself from the position of owner, operator and/or director of the above laboratories effective
and am submitting evidence of having so removed myself along with this signed attestation by
[Notice date + 15 days].

As of [Revocation date], the date that [Name of Laboratory]’s CLIA certificate was revoked, | was not the
owner, operator, and/or director of any laboratory other than [Name of Laboratory]. | am returning this signed
attestation by [Notice date + 15 days].

Due to the revocation of [Name of Laboratory]’s CLIA certificate, | understand that 1) | am prohibited from owning or
operating (including directing), in fact or by proxy, any laboratory, including laboratories performing only waived
testing or provider performed microscopy procedures, until at least [Revocation date + 2 years]; 2) before | can be
reinstated into the CLIA program as an owner, operator, or director of any laboratory, I must first apply for
reinstatement directly to the CMS Regional Office, and the laboratory | seek to own, operate or direct must submit to a
survey and be found in compliance with all applicable CLIA requirements; 3) | must pay all outstanding Civil Money
Penalty amounts including any applicable interest before | can be reinstated into the CLIA program in the capacity of owner,
operator or director of any laboratory. In addition, | understand that any person who intentionally violates the
requirements of CLIA shall be subject to imprisonment, fine, or both. See 42 U.S.C. 8 263a(l).

Signature

Owner Name Date

Contact address other than laboratory address

Contact telephone number



59. RO sanction — client notification #1.doc [05/19/06]
Notice to clients of lab regarding sanctions imposed

IMPORTANT NOTICE - PLEASE READ CAREFULLY
CERTIFIED MAIL - Return Receipt Requested
[Date]

[Name of Client]
[Attn: Name]
[Address]

RE: Notice of CLIA Sanction Action against [Name of Laboratory], CLIA Number [CLIA Number]
Dear [Name]:

This notice is being sent to you because you have been identified as a client who ordered patient testing at [Name of
Laboratory]. This laboratory was sanctioned recently by the Centers for Medicare and Medicaid Services (CMS) as a
result of serious quality problems discovered at a survey conducted on [Date], which led CMS to determine that the
laboratory was out of compliance with [number] Condition-level CLIA requirements. The serious nature of the
deficient practices resulted in the determination that the laboratory posed immediate jeopardy to patient health and
safety.

Due to the laboratory’s continued failure to correct the cited deficiencies, the laboratory’s CLIA certificate was
suspended effective [Date] and its approval to receive Medicare and Medicaid payments canceled effective the
same date. The laboratory may not legally perform any patient testing while its CLIA certificate is suspended.

We are writing both to inform you of the current sanction action and to alert you that test results you received in the past
from [Name of Laboratory] may not be accurate or reliable. We are calling this matter to your attention so that you can
take whatever measures, including patient retesting, that you deem appropriate.

Currently, a revocation action is pending against the laboratory’s CLIA certificate. If revoked, the owner [Name] and
director [Name] of the laboratory will be prohibited from owning or operating a laboratory for a period of two years
from the date of the revocation.
If you have any questions regarding this notice, please contact [Staff Name] of my staff at [Phone/Address/Email].
Sincerely,
[Name/Title]

[Office]
cc:



60. RO sanction — CMP demand letter # 1.doc [05/20/06]
Sanctions final — demand payment of CMP

IMPORTANT NOTICE - ACTION NECESSARY

Via facsimile to [xxx xxx-xxxx] and first class mail.
[TODAY'S DATE] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)
[OWNER NAME], Owner(s)
[LAB NAME] CLIA # [CLIANUMBER]
[ADDRESS]
[CITY], [State] [ZIP]

RE: Civil Money Penalty Payment Demand Letter - Case Number [CMP case number]
Dear [Owner/Director]:

In accordance with the statutory provisions of section 353(h) of the U.S. Public Health Service Act and the regulations at
42 C.F.R. § 493.1834, a Civil Money Penalty was imposed on [Name of Laboratory], [CLIA number] for not meeting
CLIA requirements. Please refer to the enclosed final sanction letter effectuating the ALJ decision of [ALJ decision
date].

This is to inform you that the Civil Money Penalty imposed by letter dated [Date of sanction imposition notice] is due
and payable on [Notice date + 15 days]. The total of the Civil Money Penalty is [CMP amount]. This total represents
the daily amount of [amount of CMP per day] for [number of days accrued] days of the penalty accrual from [CMP
begin date] through [CMP end date].

The Civil Money Penalty is payable by check. Please note that interest is assessed in accordance with the regulations at
42 C.F.R. § 493.1834(i), on the unpaid balance beginning on the due date of [Notice date + 15 days]. If the Civil Money
Penalty is not received by [Notice date + 15 days], interest will be assessed at the annual rate of [current interest rate]
on the outstanding principal balance for every 30-day period for which it remains unpaid. If you are unable to pay the
entire amount at this time, please notify this office immediately so that we may determine if you are eligible for
installment payments.

Please remit the total due of [CMP amount] by [Notice date + 15 days]. Your check should be made out to “CMS
Laboratory Program.” To assure proper crediting of the payment, please be sure to include the Civil Money
Penalty case number [xxxx-xx-LAB-xxx] on the face of the check and remit to:

Centers for Medicare and Medicaid Services
Division of Premium Billing & Collections
Civil Money Penalty

P.O. Box 7520

Baltimore, MD 21207-0520

We are also requesting that a photocopy of the check be sent to:
[Name of RO Manager]

[Name of Branch]
[Name of Division]



[Centers for Medicare & Medicaid Services]
[Street address]
[City, State Zip]

You are advised that you must pay all outstanding Civil Money Penalty amounts including any applicable interest before

you can be reinstated into the CLIA program in the capacity of owner, operator or director of any laboratory after the

prohibition period.

If you have any questions regarding this letter, please contact [Staff name] of my staff at [telephone number].
Sincerely,

[Name/Title]

[Branch Name]

[Division Name]
Enclosure: Sanctions Final Letter

cc: [State Agency Name]



61. RO sanction — director not responsible - CLIA prohibition does not apply #2.doc [05/19/06]
Director determined to be not responsible — CLIA prohibition does not apply to director

IMPORTANT NOTICE - PLEASE READ CAREFULLY

[Date]

[Name]

[Name of Laboratory]
[Address]

RE: [CLIA Number]
Dear [Name]:

For a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), and
bill for services provided to Medicare beneficiaries or Medicaid recipients under Titles XVII1 and XIX of the
Social Security Act, it must comply with all CLIA requirements. Based on the survey conducted by the [Name of
State Agency] on [Date] we determined your laboratory did not comply with CLIA requirements. This
noncompliance constituted immediate jeopardy to the health and safety of the patients you serve. Consequently,
pursuant to our authority under Section 353 of the Public Health Service Act (PHSA), (42 U.S.C. § 263a), we
revoked the laboratory’s CLIA certificate, effective [Date]. Also, you were notified by letter dated [Date] that we
would impose sanctions against you as [Name of Laboratory]’s laboratory director.

You maintain that you resigned as [Name of Laboratory]’s laboratory director on [Date], prior to the survey that
revealed noncompliance with CLIA regulations and were not responsible for the cited deficiencies. Based on your
statement and supporting evidence submitted by you, we have determined that you were not the responsible
director in connection with the revocation action against [Name of Laboratory]. Accordingly, you are not subject
to the two-year CLIA prohibition as outlined in our previous letters and are now eligible to serve as a laboratory
director within the conditions specified in 42 C.F.R. 493. 1407(d) and 42 C.F.R. 493.1445(d).

If you have any questions regarding this letter, please contact [Name] at [Phone].
Sincerely,
[Title]
[Name]

cc: 0GC
[Name of State Survey Agency]



62. RO sanction — public notice #1.doc [05/19/06]
Sanctions final — public notice for publication in local newspaper

[Newspaper Name]

ATTENTION: LEGAL ADVERTISING DEPARTMENT

NEWSPAPER NOTICE

Print in Public Notice Section of Newspaper

CLIA Notice to the Public
Sanctions against [Name of Laboratory]
CLIA certificate number [CLIA Number]

Notice is hereby given that the Secretary of the United States Department of Health and Human Services imposed under
the Clinical Laboratory Improvement Amendments of 1988 (CLIA) the following principal sanctions against the above
laboratory located at [Address, City State, Zip] revocation of its CLIA certificate effective [Date]; suspension of its
CLIA certificate effective [Suspension effective date]; cancellation of its approval to receive Medicare payments
effective [Date]. A Civil Money Penalty was also assessed. This action was based on deficiencies cited at a [Survey
date] survey of the laboratory, which resulted in the determination of immediate jeopardy to public health and
safety.

CLIA regulations prohibit the laboratory's owner, [Owner name], and its director, [Director name], from owning,
operating or directing any laboratory for at least two years from the date of the revocation, or until at least [Revocation
date + 2 years].

[Name of RO Manager]
[Name of Branch]
[Name of Division]



63. RO sanction — public notice #2.doc [05/19/06]
Sanctions final — public notice for publication in local newspaper

PUBLIC NOTICE OF LABORATORY SANCTIONS BY
CLINICAL LABORATORY IMPROVEMENT AMENDMENTS PROGRAM

[Name of Laboratory]
[Address]

Reference: CLIA Number [CLIA Number]

On [Date], the Center for Medicare & Medicaid Services (CMS) imposed sanctions under the Clinical Laboratory
Improvement Amendments of 1988 (CLIA) program against [Name of Laboratory]. Specifically, on [Date], the
laboratory’s CLIA certificate was revoked [Add additional sanctions, if applicable]. Under revocation, the laboratory
must cease all laboratory testing. This laboratory was sanctioned due to the laboratory’s non-compliance with CLIA
conditions for laboratory certification and failure to comply with reasonable requests by CMS for information in order to
determine compliance with CLIA conditions as set by law. CLIA regulations prohibit the laboratory's owner, [Owner
name], and its director, [Director name], from owning, operating or directing any laboratory for two years from the date
of the revocation.



64. RO sanction — public notice request #1.doc [05/19/06]
Sanctions final - request newspaper publication of public notice

[Date]

[Name of contact]

Advertising Placement Coordinator
Newspaper Service Bureau
[Address]

[City, State, Zip Code]

Dear [Name of contact]:

With reference to Purchase Order (PO)

advertisement be published as follows:
NAME OF PAPER: [Newspaper name]

DATE TO BE PUBLISHED: Next available date

, We are requesting that the enclosed newspaper

SUBJECT:  Revocation of CLIA Certificate/Cancellation of Medicare Payment for CLIA number [CLIA number]

STAFF PERSON/PHONE NUMBER: [Staff name] / [telephone number]

ADVERTISING ORDER (AO) NUMBER: [AO number]

In all billing and/or correspondence, please refer to the Purchase Order listed above and the appropriate Advertising
Order number for this particular ad. Please mail all invoices to the Centers for Medicare and Medicaid Services, ATTN:

[Name of Administrative Officer], [RO address, City, State, Zip].

If you have any questions, please contact [Staff name] at [telephone number]. Thank you.

Sincerely yours,

[Name]

Administrative Officer

Enclosure

[Name], Manager

[Branch]

[Division]

65. RO sanction — public notice request #2.doc [05/19/06]
Sanctions final - request newspaper publication of public notice



ADVERTISING ORDER
(Publish Under Legal Notice)
Date: [Date]
Facility Name: [Name/Address]
Order Number: [Order Number]

[Name of Publication]
ATTN: [Name]

[Address]
[Phone]
Center for Medicare & Medicaid Services
[Division]
[Branch]
[Address]

. Please publish the attached public notice as a LEGAL NOTICE. Please publish ONE TIME ONLY and as
soon as possible.

. Please call [Name/Phone] of our office and reference the above order number listed above. They will provide
you with the United States Government VISA credit card number.

. Please provide us with a receipt and proof of publication. You may remit this documentation to the above
address, ATTN: [Name].
Please contact [Name/Phone/email] if you should have any questions concerning this request.

Thank you,

[Name/Title]

CC.



66. RO sanction — suspension of Medicare agreement # 1.doc [05/20/06]
Lab agreement to not charge Medicare beneficiaries or other insurance carriers for lab services for analyte/subspecialty/specialty
for which Medicare payment is suspended

AGREEMENT

By my signature below, [Name of Laboratory] located at [Address], agrees (in return for not having its Medicare
approval cancelled immediately) not to charge Medicare beneficiaries or their private insurance carriers for laboratory
services in the [Choose one as appropriate: analyte, specialty, subspecialty] of [Name of analyte, specialty,
subspecialty] for which Medicare is suspended effective [Medicare suspension date.

I understand that failure to provide this written agreement by [Notice date + 10 days] will result in the automatic
cancellation of the laboratory’s approval to receive Medicare payment for all laboratory services effective [Medicare
suspension date]. | also understand that signing this agreement does not affect the laboratory’s appeal rights in
connection with this sanction action.

In addition, | understand that pursuant to 42 C.F.R.8 493.1840(a)(7) violation of this agreement will result in the
immediate revocation of [Name of Laboratory]’s CLIA certificate under 42 C.F. R. § 493.1840(a)(1) and pursuant to
42 C.F.R. § 493.1826(a)(1)(ii) in the immediate cancellation of the laboratory’s approval to receive Medicare payments
for all laboratory services.

Signature Date

Print Name and Title

Contact address other than laboratory address

Contact telephone number Contact FAX number



67. RO sanction imposition — Conditions out — AOC not credible #1.doc [05/20/06]
AOC not credible — sanctions imposed

IMPORTANT NOTICE - PLEASE READ CAREFULLY

Via facsimile to [xxx xxx-xxxx] and first class mail.
[TODAY'S DATE] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME] CLIA # [CLIA NUMBER]
[ADDRESS]

[CITY], [State] [ZIP]

RE: IMPOSITION OF SANCTIONS - Conditions out
Dear Director/Owner(s):

[Name of laboratory] was notified by our letter dated [Date of proposed sanction notice] of proposed sanctions
against the laboratory’s CLIA certificate based on the laboratory’s failure to meet all CLIA Conditions, and based on
the failure by the owners and director of the laboratory to comply with the certificate requirements and performance
standards as evidenced by the deficiencies cited at the survey completed on [Survey date]. The laboratory was given
ten days from the date of the [Date of proposed sanction notice] letter to submit information or written evidence as
to why these sanctions should not be imposed.

Your laboratory responded with a submission on [Date]. The submission included [list what was included in the
submission].

We have carefully reviewed the entire [Date of submission] submission and determined that your laboratory’s
allegation of compliance is not credible and evidence of correction is not acceptable. The evidence submitted shows
that the laboratory continues to be out of compliance with CLIA Condition-level requirements as cited during the
[Survey date] survey.

As you were advised by the State agency in its [Dates of SA letters] letters, a credible allegation of compliance, as
defined by the CLIA requirements at 42 C.F.R. § 493.2, is a statement or document that is:

1) Made by a representative of a laboratory with a history of having maintained a commitment to compliance and
taking corrective action when required;

2) Realistic in terms of the possibility of the corrective action being accomplished between the date of the survey and
the date of the allegation; and

3) Indicates resolution of the problem.

It is important to note that for it to be credible, the allegation of compliance must be complete and address each of the
deficiencies. For each deficiency, the allegation of compliance must include a corrective action date that is realistic in
terms of the action being accomplished between the date of the survey and the planned date of completion. In
addition, the allegation of compliance must contain information that indicates resolution of the problems.

As you were also advised by the State agency in its [Dates of SA letters] letters, the laboratory’s allegation of
compliance must be substantiated by acceptable evidence of correction, which must include:



1
2)
3)

4)

Documentation showing what corrective action(s) have been taken for patients found to have been affected by the
deficient practice:

How the laboratory has identified other patients having the potential to be affected by the same deficient practice
and what corrective action(s) has been taken:

What measure has been put into place or what systemic changes the laboratory has made to ensure that the
deficient practice does not recur; and,

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

For your information, the following details by deficiency tag (D-tag) why [Name of laboratory]'s [Date of submission]
submission does not constitute a credible allegation of compliance and acceptable evidence of correction.

[Provide review of submission and why not acceptable.]

IMPOSED SANCTIONS

Accordingly, as the laboratory has failed to meet all CLIA Conditions and based on the failure the owners and director
of the laboratory to comply with the certificate requirements and performance standards as evidenced by the
deficiencies cited at the survey completed on [Survey date], we are taking action to impose sanctions against [Name of
Laboratory]’s CLIA certificate as proposed in our [Date of sanction proposal notice] letter, with effective dates as
follows:

Revocation of the laboratory’s CLIA certificate effective [Date of this notice + 60 days]. The laboratory has 60 days to appeal
the determination to revoke the laboratory’s CLIA certificate. If a timely hearing request is received, revocation of the
laboratory’s CLIA certificate will become effective following the administrative hearing decision, if our determination of non-
compliance is upheld.

Civil Money Penalty of $10,000 per day for each day of non-compliance effective [Begin date] and will continue to accrue until
it can be verified that the laboratory is in compliance with all Condition-level requirements or the laboratory’s CLIA certificate is
revoked.

Directed Portion of a Plan of Correction effective [Date] — The laboratory is directed to submit to this office by [Date of notice
+ 10 days] a list of the names and addresses of all physicians and other clients who have used some or all of the laboratory’s
services since [Date of prior survey or other date as appropriate]. We request that this list be provided as an electronic file in
an EXCEL database format if possible. This list may be used to advise the laboratory's clients of the nature of its non-compliance
and the nature and effective date of sanction actions imposed against the laboratory.

Cancellation of the laboratory's approval to receive Medicare payments for any services performed on or after [Date]. As a
result, under section 1902 (a)(9)(C) of the Social Security Act and 42 C.F.R. § 440.30(c), payment for all laboratory services
under the Medicaid program, Title XIX of the Social Security Act, is no longer be available to the laboratory for any laboratory
services performed on or after [Date]. See 42 C.F.R. § 440.2(b).

Appeal Rights

If [Name of Laboratory] does not believe this determination to impose these actions against its CLIA certificate is
correct, the laboratory may request a hearing before an administrative law judge (ALJ) of the Departmental Appeals
Board in accordance with 42 C.F.R. § 493.1844(a)(1)-(2) and 42 C.F.R. 88 498.40 through 498.78. A written request
for hearing must be filed no later than sixty days after the date of this letter is received (see 42 C.F.R. § 493.1844(f)).
Such a request may be made to:

[Name of RO Manager]

[Name of Branch]

[Name of Division]

[Centers for Medicare & Medicaid Services]



[Street address]
[City, State Zip]

The request for hearing must contain a statement as to the specific issues and findings of fact and conclusions of law in
this determination with which the laboratory disagrees and the basis for the laboratory’s contention that the specific
issues and/or findings and conclusions are incorrect. Evidence and arguments may also be presented at the hearing,
where counsel may represent the laboratory at its own expense. If a hearing is conducted and CMS’ determination
is upheld, the laboratory will be assessed a fee to cover the government’s cost related to the hearing. See 42
C.F.R. §493.643(d)(2).

Please be advised that the determination as to which alternative sanction or sanctions to impose, including the amount
of a Civil Money Penalty to impose per day or per violation, is not subject to appeal. See 42 C.F.R. § 493.1844(c)(4)
and (c)(6).

If a timely request for hearing is filed, i.e., by [Date of this notice + 60 days], CMS does not collect the Civil Money
Penalty or revoke any type of CLIA certificate until after an ALJ hearing that upholds CMS’ sanction determination.
However, the Directed Portion of a Plan of Correction and cancellation of all Medicare and Medicaid payment are
effective [Date], regardless of whether a hearing is requested. See 42 C.F.R. 88 493.1844(d)(1)-(3) and 493.1844(h)(2).
Please be advised that failure to comply with an alternative sanction is independent basis for suspension, limitation or
revocation of any type of CLIA certificate.

The laboratory is reminded that the above sanctions cannot be avoided by the closure, discontinuation of testing,
voluntary withdrawal from the CLIA program, or changes in certificate to a lower level of testing.

When a laboratory’s CLIA certificate is revoked, the laboratory is not permitted to perform any testing including
waived and provider performed microscopy testing and regardless of whether or not the laboratory charges for the
testing. Also, under revocation, 42 U.S.C. § 263a(i)(3) and 42 C.F.R. § 493.1840(a)(8) prohibit the owner(s) or
operator(s) (including director — see 42 C.F.R. § 493.2) from owning or operating (or directing) a laboratory for at least
two years from the date of the revocation. This prohibition applies to the owner(s) as well as the director at the time
that the deficiencies were found which led to the current sanction actions.

In accordance with 42 C.F.R. 8 493.1850(a)(2), information regarding the actions against the laboratory’s CLIA
certificate will appear in the Laboratory Registry for the calendar year in which the actions are imposed. In addition,
pursuant to 42 C.F.R. § 493.1844(g)(1), we will notify the general public by means of a notice published in a local
newspaper.

If you have any questions regarding this letter, please contact [Staff name] of my staff at [telephone number].

Sincerely,

[Name/Title]
[Branch Name]
[Division Name]

cc: [State Agency Name]



68. RO sanction imposition — Conditions out — AOC not credible #2.doc [05/20/06]
AOC not credible — sanctions imposed

[Date]
IMPORTANT NOTICE - READ CAREFULLY
, Director
[Name of Laboratory]
[Address]

RE: [CLIA Number]
Dear [Name]:

This is to inform you that the Centers for Medicare & Medicaid (CMS) has received the allegation of compliance, which you
sent in response to our Notice of Noncompliance and Proposed Sanctions. We have reviewed the records and determined
continued noncompliance with the CLIA Conditions previously specified. Therefore the sanction of cancellation of
Medicare/Medicaid payments is imposed effective [Date] according to the authority in 353(h) of the Public Health Service
Act and Title 42 of the Code of Federal Regulations, Part 493.

As you were advised by our sanction proposal notice dated [Date], your laboratory may file a request for an administrative
hearing to appeal our sanction determination. If no request for a hearing is received by [Date], your CLIA certificate will be
revoked effective [Date] for two years.

If you have any questions, please feel free to contact [Name] at [Phone].

Sincerely,

[Title/Name]



69. RO sanction imposition — 1J #1.doc [05/20/06]
1J not removed — sanctions imposed

IMPORTANT NOTICE - PLEASE READ CAREFULLY

Via facsimile to [xxx xxx-xxxx] and first class mail.
[TODAY'S DATE] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME] CLIA # [CLIA NUMBER]
[ADDRESS]

[CITY], [State] [ZIP]

RE: IMPOSITION OF SANCTIONS - Conditions out — Immediate Jeopardy

Dear Director/Owner(s):

[Name of laboratory] was notified by our letter dated [Date of proposed sanction notice] of proposed sanctions
against the laboratory’s CLIA certificate based on the findings of immediate jeopardy and the laboratory’s failure to
meet all CLIA Conditions, and based on the failure by the owners and director of the laboratory to comply with the
certificate requirements and performance standards as evidenced by the deficiencies cited at the survey completed on
[Survey date]. The laboratory was given ten days from the date of the [Date of proposed sanction notice] letter to
submit information or written evidence as to why these sanctions should not be imposed.

Your laboratory responded with a submission on [Date]. The submission consisted of [list what was included in the
submission].

We have carefully reviewed the entire [Date of submission] submission and determined that your laboratory’s
allegation of compliance is not credible and evidence of correction is not acceptable. The evidence submitted shows
that the laboratory continues to be out of compliance with CLIA requirements as cited during the [Survey date] survey
and immediate jeopardy continues to exist.

Your laboratory’s [Date of submission] submission provides additional evidence of poor laboratory practice beyond
what was cited at the survey and leads us to question the effectiveness of the laboratory’s oversight mechanisms and
the competency of personnel. The submission also fails to provide assurance of the laboratory’s ability to provide
accurate and reliable patient results.

As you were advised by the State agency in its [Dates of SA letters] letters, a credible allegation of compliance, as
defined by the CLIA requirements at 42 C.F.R. 8 493.2, is a statement or document that is:
A credible allegation of compliance is a statement or documentation that is:

- Made by a representative of a laboratory with a history of having maintained a commitment to compliance
and taking corrective action when required;

- Realistic in terms of the possibility of the corrective action being accomplished between the date of the
survey and the date of the allegation; and

- Indicates resolution of the problems.



It is important to note that for it to be credible, the allegation of compliance must be complete and address each of the
deficiencies. For each deficiency, the allegation of compliance must include a corrective action date that is realistic in
terms of the action being accomplished between the date of the survey and the planned date of completion. In
addition, the allegation of compliance must contain information that indicates resolution of the problems.

As you were also advised by the State agency in its [Dates of SA letters] letters, the laboratory’s allegation of
compliance must be substantiated by acceptable evidence of correction, which must include:

- Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

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

- What measure has been put into place or what systemic changes you have made to ensure that the deficient
practice does not recur, and

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

For your information, the following details by deficiency tag (D-tag) why [Name of laboratory]'s [Date of submission]
submission does not constitute a credible allegation of compliance and acceptable evidence of correction.

[Provide review of submission and why not acceptable.]
IMPOSED SANCTIONS

Accordingly, as the laboratory has failed to meet all CLIA Conditions and based on the failure the owners and director
of the laboratory to comply with the certificate requirements and performance standards as evidenced by the
deficiencies cited at the survey completed on [Survey date] which led to the determination of immediate jeopardy, we
are taking action to impose the following sanctions against [Name of Laboratory]’s CLIA certificate as proposed in
our [Date of sanction proposal notice] letter:

o Revocation of the laboratory’s CLIA certificate effective [Date].
e Suspension of the laboratory’s CLIA certificate effective [Date].

e Civil Money Penalty of $10,000 per day for each day of non-compliance effective [Begin date] until [End date], the date of
suspension of the laboratory’s CLIA certificate.

o Directed Portion of a Plan of Correction effective [Date] — The laboratory is directed to submit to this office by [Date of
notice + 10 days] a list of the names and addresses of all physicians and other clients who have used some or all of the
laboratory’s services since [Date of prior survey or other date as appropriate]. We request that this list be provided as an
electronic file in an EXCEL database format if possible. This list may be used to advise the laboratory's clients of the nature of its
non-compliance and the nature and effective date of sanction actions imposed against the laboratory.

o Cancellation of the laboratory's approval to receive Medicare payments for any services performed on or after [Date]. As a
result, under section 1902 (a)(9)(C) of the Social Security Act and 42 C.F.R. § 440.30(c), payment for all laboratory services
under the Medicaid program, Title XIX of the Social Security Act, is no longer be available to the laboratory for any laboratory
services performed on or after [Date]. See 42 C.F.R. § 440.2(b).

Please refer to our [Date of sanction proposal notice] letter for the laboratory’s appeal rights and instructions on how
to file an appeal. For an appeal request to be timely, it must be requested by no later than [Date appeal period expires]



as noted in the [Date of sanction proposal notice] letter. If an appeal request is not filed, revocation of [Name of
Laboratory]’s CLIA certificate will be effective [Date of revocation].

We remind the laboratory that the determination that a laboratory’s deficiencies pose immediate jeopardy is not subject
to appeal. In addition, the determination as to which alternative sanction or sanctions to impose, including the amount
of a Civil Money Penalty to impose per day or per violation, is not subject to appeal. See 42 C.F.R. § 493.1844(c)(4)
and (c)(6).

If a timely request for hearing is filed, revocation of the laboratory’s CLIA certificate will become effective following
the administrative hearing decision, if our determination of non-compliance is upheld. However, suspension of the
laboratory’s CLIA certificate remains effective [Date of suspension], and the Directed Portion of a Plan of Correction
and cancellation of all Medicare and Medicaid payment remain effective [Date], regardless of whether a hearing is
requested. See 42 C.F.R. 493.1844(d)(1)-(3) and 493.1844(h)(1). Please be advised that failure to comply with an
alternative sanction is independent basis for suspension, limitation or revocation of any type of CLIA certificate.

In addition, if a timely hearing request is filed, the civil money penalty amount will not be collected until after the
hearing decision is rendered. However, the $10,000 per day accrues from [CMP begin date] until the suspension of the
laboratory's CLIA certificate.

The laboratory is reminded that the above sanctions cannot be avoided by the closure, discontinuation of testing,
voluntary withdrawal from the CLIA program, or changes in certificate to a lower level of testing.

We also remind the laboratory that as its CLIA certificate is suspended effective [Date], the laboratory is not
permitted to perform any testing including waived testing and regardless of whether or not the laboratory
charges for the testing.® Also, under revocation, 42 U.S.C. § 263a(i)(3) and 42 C.F.R. § 493.1840(a)(8) prohibit the
owner(s) or operator(s) (including director — see 42 C.F.R. § 493.2) from owning or operating (or directing) a
laboratory for at least two years from the date of the revocation. This prohibition applies to the owner(s) as well as the
director at the time that the deficiencies were found which led to the current sanction action.

In accordance with 42 C.F.R. 8 493.1850(a)(2), information regarding the actions against the laboratory’s CLIA
certificate will appear in the Laboratory Registry for the calendar year in which the actions are imposed. In addition,
pursuant to 42 C.F.R. § 493.1844(g)(1), we will notify the general public by means of a notice published in a local
newspaper.

If you have any questions regarding this letter, please contact [Staff name] of my staff at [telephone number].

Sincerely,

[Name/Title]
[Branch Name]
[Division Name]

cc: [State Agency Name]

! The laboratory may continue to perform parallel testing on patient specimens if needed to implement corrective actions. However, the
laboratory may not report any patient test results during the period when its CLIA certificate is suspended.



70. RO sanction imposition — improper PT referral #1.doc [05/20/06]
Improper PT referral not refuted — sanctions imposed

IMPORTANT NOTICE - PLEASE READ CAREFULLY

Via facsimile to [xxx xxx-xxxx] and first class mail.
[TODAY'S DATE] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME] CLIA # [CLIA NUMBER]
[ADDRESS]

[CITY], [State] [ZIP]

RE: IMPOSITION OF SANCTIONS - Improper Proficiency Testing Referral

Dear Director and Owner(s):

You were notified by our letter dated [Date of sanction proposal notice] of proposed sanctions against your
laboratory’s CLIA certificate. You were given ten days from the date of the letter in which to submit information or
written evidence as to why these proposed sanctions should not be imposed.

On [Date] by facsimile, followed by overnight mail which was delivered on [Date], we received your response dated
[Date]. We have carefully reviewed and considered your response and find that your submission has no effect on our
sanction determination, as it does not remove the basis of our sanction action.

We remind you that the basis for our sanction determination against your laboratory’s CLIA certificate is the improper
referral of your laboratory’s proficiency testing samples to another laboratory for analysis. Based on the CLIA
requirements, the referral of your laboratory’s proficiency testing samples alone, with or without the direct
communication of the other laboratory’s test result to your laboratory, requires CMS to take sanction actions as
proposed. Your [Date] submission does not show that your laboratory did not engage in improper referral of your
laboratory’s proficiency testing samples to another laboratory for analysis. In fact, your submission confirms the
validity of the information we had already received from COLA, your laboratory’s former accrediting organization, and
from the [Name of State agency] (the State agency).

A recent decision by the HHS Departmental Appeals Board (DAB) (Lackawanna Medical Group Laboratory v. CMS,
Decision No. CR957) underscores the special care a laboratory must take in managing and overseeing its proficiency
testing. In this case, the laboratory alleged that its quality control program required that when it sent samples for
parallel testing at another laboratory, it included proficiency test samples with its regular patient workload. The
laboratory only reported the results of its own testing of proficiency testing samples to the proficiency testing program
and not the results of parallel testing by the other laboratory.

The DAB ruled that sending proficiency testing samples to another laboratory, either intentionally or unintentionally,
constitutes a violation of 42 C.F.R. §493.801(b)(4) and the statute at 42 U.S.C. 8263a(i)(4). Because of this, the DAB
concluded that CMS “is required to revoke” the laboratory’s CLIA certificate. The DAB added that:

“The regulation establishes an absolute bar to sending proficiency test samples to another laboratory for
testing if the sending laboratory is certified to do the same testing. . .The statute and regulations allow for no
exceptions to the prohibition. Thus, the motives of the laboratory that sends proficiency test samples to another
laboratory for analysis that the sending laboratory is certified to perform, are irrelevant.



The fact that the sending laboratory never reports the analysis of the proficiency samples to the proficiency
program is not mentioned by the statutes or regulations as an exception or defense to the prohibition, and is
also irrelevant.”

In the case of your laboratory, a review of the proficiency test results obtained from the other laboratory indicates close
agreement with those proficiency test results derived by your laboratory and reported to the proficiency test provider.
There is a strong possibility that if the test results had differed significantly, knowledge of the other laboratory’s test
results would have affected and, perhaps, changed the proficiency testing results your laboratory reported. The close
agreement between the test results precluded any need for your testing person to immediately communicate the other
laboratory’s test results to your laboratory.

[Any further details]

Sanctions Imposed

Accordingly, we are taking action to impose sanctions as proposed in our [Date of sanction proposal notice] letter,
with effective dates as follows:

° Revocation of the laboratory’s CLIA certificate effective [Date].

° Civil Money Penalty of $3,000 per occurrence for each instance in which the laboratory engaged in improper
proficiency testing referral activities for a total of [number of occurrences x $3,000.00].

. Directed Portion of a Plan of Correction effective [Date] — The laboratory is directed to submit to this office
within fifteen calendar days from the date of this notice a list of the names and addresses of all physicians and
other clients who have used some or all of the laboratory’s services from [Date of prior survey or other date
as appropriate] to the present date. This list may be used to advise the laboratory’s clients of the nature of the
laboratory’s non-compliance and the nature and effective date of any sanction actions imposed against the
laboratory.

° Cancellation of your laboratory’s approval to receive Medicare and Medicaid payments for any services
performed on or after [Date].

Please refer to our [Date of sanction proposal notice] letter for the laboratory’s appeal rights and instructions on how
to file an appeal. For an appeal request to be timely, it must be requested by no later than [Date appeal period expires]
as noted in the [Date of sanction proposal notice] letter. If an appeal request is not filed, revocation of [Name of
Laboratory]’s CLIA certificate will be effective [Date of revocation].

As you were previously advised, if a timely request for hearing is filed, i.e., by [Date appeal period expires], CMS
does not collect the Civil Money Penalty or revoke any type of CLIA certificate until after an ALJ hearing that upholds
the revocation. However, the cancellation of all Medicare and Medicaid payment and the Directed Portion of a Plan of
Correction will be effective [Date], regardless of whether a hearing is requested. See 42 C.F.R. §493.1844(d)(1),
§493.1844(d)(3), and 8493.1844(h)(2).

Please be reminded that pursuant to 42 C.R.R. §493.1844, the determination as to which alternative sanction(s) to
impose, including the amount of a Civil Money Penalty to impose per day or per violation, is not subject to appeal.
Also, pursuant to 42 C.F.R. §493.1840(a)(7), failure to comply with alternative sanctions is an additional basis to
suspend and/or revoke the laboratory’s CLIA certificate.

When [Name of Laboratory]'s CLIA certificate is revoked, the laboratory will not be permitted to operate and will not be
permitted to perform any testing, including waived testing or provider performed microscopy procedures, regardless of
whether the laboratory charges for such testing. Also, pursuant to 42 U.S.C. §263a(i)(3) and 42 C.F.R.



8493.1840(a)(8), the owner and operator (including the director) of the laboratory will be prohibited from owning or
operating (including directing) any laboratory for at least two years from the date of the revocation.

In accordance with the regulation at 42 C.F.R. 8493.1850(a)(4), information regarding the actions against [Name of
Laboratory]'s CLIA certificate will appear in the Laboratory Registry for the calendar year in which the action is
imposed. Pursuant to 42 C.F.R. §493.1844(g)(1), we will notify the general public by means of a notice published in a
local newspaper in your area when these actions become effective as referenced above. In addition, we will notify the
Office of Inspector General that the laboratory referred its proficiency testing samples to another laboratory for
analysis, as required by the regulation at 42 C.F.R. §493.1840(f).

If you have any questions regarding this letter, please contact of my staff at

Sincerely,

[Name/Title]
[Branch Name]
[Division Name]

cc: [State agency name]



71. RO sanction imposition — standards out — POC unacceptable #1.doc [05/20/06]
Standards out — response to sanction proposal notice not acceptable — sanctions imposed

IMPORTANT NOTICE — PLEASE READ CAREFULLY

Via facsimile to [xxx xxx-xxxx] and first class mail.
[TODAY'S DATE] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME] CLIA # [CLIA NUMBER]
[ADDRESS]

[CITY], [State] [ZIP]

RE: IMPOSITION OF SANCTIONS — Standards Not Met

Dear Director and Owner(s):

[Name of laboratory] was notified by our letter dated [Date of proposed sanction notice] of proposed sanctions
against the laboratory’s CLIA certificate based on the laboratory’s failure to meet all CLIA standard-level requirements,
and based on the failure by the owners and director of the laboratory to comply with the certificate requirements and
performance standards as evidenced by the deficiencies cited at the survey completed on [Survey date]. The
laboratory was given ten days from the date of the [Date of proposed sanction notice] letter to submit information or
written evidence as to why these sanctions should not be imposed.

Your laboratory responded with a submission on [Date]. The submission included [list what was included in the
submission].

We have carefully reviewed the entire [Date of submission] submission and determined that your laboratory’s plan of
correction is not acceptable. The evidence submitted shows that the laboratory continues to be out of compliance with
CLIA standard-level requirements as cited during the [Survey date] survey.

As you were advised by the State agency in its [Dates of SA letters] letters, the laboratory’s plan of correction must
be substantiated by acceptable evidence of correction, which must include:

documentation showing what corrective action(s) have been taken for patients found to have been affected by the
deficient practice:

how the laboratory has identified other patients having the potential to be affected by the same deficient practice
and what corrective action(s) has been taken:

what measure has been put into place or what systemic changes the laboratory has made to ensure that the
deficient practice does not recur; and,

how the corrective action(s) are being monitored to ensure the deficient practice does not recur.

For your information, the following details by deficiency tag (D-tag) why [Name of laboratory]'s [Date of submission]
submission does not constitute a acceptable evidence of correction.

[Provide review of submission and why not acceptable.]



IMPOSED SANCTIONS

Accordingly, as the laboratory has failed to meet all CLIA standard-level requirements and based on the failure the
owners and director of the laboratory to comply with the certificate requirements and performance standards as
evidenced by the deficiencies cited at the survey completed on [Survey date], we are taking action to impose sanctions
against [Name of Laboratory]’s CLIA certificate as proposed in our [Date of sanction proposal notice] letter, with
effective dates as follows:

e Revocation of the laboratory’s CLIA certificate effective [Date of this notice + 60 days]. The laboratory has 60 days to appeal
the determination to revoke the laboratory’s CLIA certificate. If a timely hearing request is received, revocation of the
laboratory’s CLIA certificate will become effective following the administrative hearing decision, if our determination of non-
compliance is upheld.

e Cancellation of the laboratory's approval to receive Medicare payments for any services performed on or after [Date]. As a
result, under section 1902 (a)(9)(C) of the Social Security Act and 42 C.F.R. § 440.30(c), payment for all laboratory services
under the Medicaid program, Title XIX of the Social Security Act, is no longer be available to the laboratory for any laboratory
services performed on or after [Date]. See 42 C.F.R. § 440.2(b).

Appeal Rights

If [Name of Laboratory] does not believe this determination to impose these actions against its CLIA certificate is
correct, the laboratory may request a hearing before an administrative law judge (ALJ) of the Departmental Appeals
Board in accordance with 42 C.F.R. § 493.1844(a)(1)-(2) and 42 C.F.R. 88 498.40 through 498.78. A written request
for hearing must be filed no later than sixty days after the date of this letter is received (see 42 C.F.R. § 493.1844(f)).
Such a request may be made to:

[Name of RO Manager]

[Name of Branch]

[Name of Division]

[Centers for Medicare & Medicaid Services]
[Street address]

[City, State Zip]

The request for hearing must contain a statement as to the specific issues and findings of fact and conclusions of law in
this determination with which the laboratory disagrees and the basis for the laboratory’s contention that the specific
issues and/or findings and conclusions are incorrect. Evidence and arguments may also be presented at the hearing,
where counsel may represent the laboratory at its own expense. If a hearing is conducted and CMS’ determination
is upheld, the laboratory will be assessed a fee to cover the government’s cost related to the hearing. See 42
C.F.R. §493.643(d)(2).

Please be advised that the determination as to which alternative sanction or sanctions to impose is not subject to appeal.
See 42 C.F.R. § 493.1844(c)(4) and (c)(6).

If a timely request for hearing is filed, i.e., by [Date of this notice + 60 days], CMS does not revoke any type of CLIA
certificate until after an ALJ hearing that upholds CMS’ sanction determination. However, cancellation of all Medicare
and Medicaid payment is effective [Date], regardless of whether a hearing is requested. See 42 C.F.R. 8§
493.1844(d)(1)-(3) and 493.1844(h)(2).

The laboratory is reminded that the above sanctions cannot be avoided by the closure, discontinuation of testing,
voluntary withdrawal from the CLIA program, or changes in certificate to a lower level of testing.



When a laboratory’s CLIA certificate is revoked, the laboratory is not permitted to perform any testing including
waived and provider performed microscopy testing and regardless of whether or not the laboratory charges for the
testing. Also, under revocation, 42 U.S.C. § 263a(i)(3) and 42 C.F.R. § 493.1840(a)(8) prohibit the owner(s) or
operator(s) (including director — see 42 C.F.R. § 493.2) from owning or operating (or directing) a laboratory for at least
two years from the date of the revocation. This prohibition applies to the owner(s) as well as the director at the time
that the deficiencies were found which led to the current sanction actions.

In accordance with 42 C.F.R. 8 493.1850(a)(2), information regarding the actions against the laboratory’s CLIA
certificate will appear in the Laboratory Registry for the calendar year in which the actions are imposed. In addition,

pursuant to 42 C.F.R. § 493.1844(g)(1), we will notify the general public by means of a notice published in a local
newspaper.

If you have any questions regarding this letter, please contact [Staff name] of my staff at [telephone number].
Sincerely,

[Name/Title]
[Branch Name]
[Division Name]

cc: [State Agency Name]



72. RO sanction imposition — subsequent unsuccessful PT #1.doc [05/20/06]
Evidence does not refute subsequent unsuccessful — sanctions imposed

IMPORTANT NOTICE - ACTION NECESSARY

Via facsimile to [xxx xxx-xxxx] and first class mail.
[TODAY'S DATE] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME] CLIA # [CLIA NUMBER]
[ADDRESS]

[CITY], [State] [ZIP]

RE:  Imposition of Sanctions - Unsuccessful Participation in Proficiency Testing — Subsequent Occurrence
Dear Director and Owner(s):

By letter dated February 15, 2006, we proposed sanctions against [Name of Laboratory] as a result of a subsequent
occurrence of unsuccessful participation in proficiency testing in the analyte [Name of analyte], which resulted in the
determination of noncompliance with the Condition-level requirements of successful participation in proficiency
testing, general laboratory systems, and laboratory director. We provided the laboratory ten (10) days to submit in
writing any evidence or information as to why these proposed sanctions should not be imposed.

In response, we received on [Date submission received], the laboratory’s submission under cover letter dated
[Submission date]. The laboratory’s [Submission date] submission consisted of [List what was submitted].

Imposition of Sanctions Based on Unsuccessful Participation in Proficiency Testing — Subsequent Occurrence

Based on careful review of the laboratory’s [Submission date] submission, we find no evidence to refute the
subsequent occurrence of unsuccessful participation in proficiency testing for [Name of analyte], which resulted in the
determination of noncompliance with the three Condition-level requirements of successful participation in proficiency
testing, general laboratory systems, and laboratory director.

As detailed on the form CMS-2567 under the Condition-level requirements at D2016, D5200, and D6000, the
laboratory has a repeat history of unsatisfactory proficiency testing performance in the analyte [Name of analyte]
constituting a subsequent occurrence of unsuccessful participation in proficiency testing as follows:

Proficiency Testing Event PT Provider Test Score

[List unsatisfactory events.]

The laboratory’s [Submission date] submission provides no evidence to indicate that unsatisfactory proficiency testing
performance for [Name of analyte] did not occur for the [List PT events]. Accordingly, we are imposing the sanctions
proposed in our [Date of sanction proposal notice] letter against the laboratory’s CLIA certificate, amended as
follows:



e 42 C.F.R. 88 493.803(b), 493.807, 493.1804(b)(1)(ii), 493.1806, and 493.1840(a)(3) — Principal Sanction:
Limitation of the laboratory’s CLIA certificate for the analyte of [Name of analyte] for not less than six
months effective [Limitation date]. When a laboratory’s CLIA certificate is limited in a specific analyte the
laboratory is not permitted to perform any patient testing in that analyte.?

The laboratory has sixty (60) days from the date of this notice, or until [Date of this notice + 60 days], in
which to appeal the determination to limit its certificate in the analyte of [Name of analyte]. If the laboratory
chooses not to file an appeal, limitation of its CLIA certificate in the analyte of [Name of analyte] will become
effective [Limitation date]. If a timely hearing request is received, limitation of the laboratory’s CLIA
certificate in the analyte of [Name of analyte] will be effective with the date of the administrative hearing
decision, if our determination of non-compliance is upheld.

Note: The laboratory must agree in writing to the limitation at the analyte level (i.e., [Name of analyte]) so that
limitation is not imposed at the subspecialty level (i.e., routine chemistry). See agreement enclosed.

e 42 C.F.R. 88 493.1804(b)(1)(ii), 493.1804(b)(2), 493.1806(c)(1), 493.1832 and 493.1844(h)(2) — Alternative
Sanction: Directed Plan of Correction effective [Limitation date] as stated in our [Date of sanction proposal
notice] letter, and amended as follows. The laboratory is directed to address any actual or potential negative
patient outcome during the period of unsuccessful proficiency testing performance for the analyte of [Name of
analyte] and submit acceptable evidence that this has been done within ten (10) calendar days from the date of
this notice; (2) demonstrate that the laboratory has established an effective oversight mechanism to prevent
recurrences of proficiency testing failure for all testing including testing in the analyte [Analyte name] and
submit acceptable evidence that such a mechanism has been implemented within ten (10) calendar days from
this notice; and (3) demonstrate satisfactory performance in two consecutive proficiency testing events for the
analyte [Analyte name] before the limitation of the laboratory’s certificate in the analyte [Analyte name] can
be lifted. The laboratory may obtain the two consecutive proficiency testing events from any proficiency testing
program approved by CMS for the calendar year.

e 42 C.F.R. 88 493.804(b)(1)(ii), 493.1804(b)(2), 493.1806(c)(3), 493.1810(d), 493.1814, 493.1834, and
493.1844(h)(2) — Alternative Sanction: Civil Money Penalty effective [CMP effective date] (as stated in our
notice dated [Date of sanction proposal notice]) in the amount of $3,000 per day of non-compliance until
compliance is met (i.e., compliance with the Directed Plan of Correction above) or until the principal sanction
of Limitation of the laboratory’s CLIA certificate in the analyte of [Name of analyte] is imposed (see imposed
sanction of Limitation of the laboratory’s certificate above). As you were advised in our [Date of sanction
proposal notice] letter, if the laboratory requests a hearing, the Civil Money Penalty amount will not be
collected until after the hearing decision is rendered.

e 42 C.F.R. 88 493.1804(b)(1)(ii), 493.1804(b)(2), 493.1807(b), 493.1808(b), 493.1826, 493.1844(d)(1), and
493.1844(h)(2) — Medicare Alternative Sanction: Suspension of the laboratory’s approval to receive
Medicare payments for any services performed in the analyte of [Name of analyte] effective [Limitation
date].

The laboratory must agree in writing (in return for not having its Medicare approval cancelled immediately) to
not charge Medicare beneficiaries or their private insurance carriers for the services for which Medicare
payment is suspended, i.e., in the analyte of [Name of analyte]. For your convenience, we are enclosing a

% The laboratory is reminded that it may continue to perform parallel testing on patient specimens in the analyte of [Name of analyte] if needed
to implement corrective actions, however, the laboratory may not report any patient test results in the analyte of [Name of analyte] during the
period when its CLIA certificate is limited in the analyte of [Name of analyte].



statement to this effect for the laboratory’s owner(s) to sign to be returned within ten (10) days from the date of
this notice, or by [Notice date + 10 days]. Failure to provide this written agreement by [Notice date + 10 days]
will result in the cancellation of the laboratory’s approval to receive Medicare payment for all laboratory
services effective [Limitation date].

As a consequence of the suspension of the approval to receive Medicare, under section 1902(a)(9)(C) of the
Social Security Act and 42 C.F.R. 8 440.30(c), payment under the Medicaid program, Title XIX of the Social
Security Act, will also no longer be available to the laboratory for all laboratory services performed in the
analyte of [Limitation date] effective [Limitation date]. See 42 C.F.R. § 440.2(b). Pursuant to 42 C.F.R. §
493.807, the suspension period for Medicare and Medicaid approval is for a period of not less than six months.

The laboratory is reminded that pursuant to 42 C.F.R. § 493.1840(a)(7), failure to comply with alternative sanctions is
also a basis for limitation, suspension, or revocation of any type of CLIA certificate.

If a laboratory’s CLIA certificate is revoked, the laboratory will not be permitted to operate and will not be permitted to
perform any testing, including waived testing or provider performed microscopy procedures, regardless of whether the
laboratory charges for such testing. Also under revocation, 42 U.S.C. § 263a(i)(3) and 42 C.F.R. § 1840(a)(8) prohibit
the owners or operators (including the laboratory director — see 42 C.F.R. § 493.2) from owning or operating (or
directing) a laboratory for at least two years from the date of the revocation. This prohibition applies to the owners and
operators, as well as the laboratory director at the time the deficiencies were found which lead to the current sanction
actions.

In accordance with 42 C.F.R. 8 493.1850(a)(2), information regarding the above imposed sanctions against the
laboratory’s CLIA certificate will appear in the Laboratory Registry for the calendar year in which the actions are
imposed. In addition, pursuant to 42 C.F.R. § 493.1844(g)(1), we will notify the general public by means of a notice
published in a local newspaper.

Appeal Rights

If [Name of Laboratory] does not believe this determination to impose these actions against its CLIA certificate is
correct, the laboratory may request a hearing before an administrative law judge (ALJ) of the Department Appeals
Board in accordance with 42 C.F.R. § 493.1844(a)(1)-(2) and 42 C.F.R. Part 498. A written request for hearing must be
filed no later than sixty (60) days from the date of this notice, or by [Date of this notice + 60 days] (see 42 C.F.R. §
493.1844(f)). Such a request may be made to:

[Name of RO Manager]

[Name of Branch]

[Name of Division]

[Centers for Medicare & Medicaid Services]
[Street address]

[City, State Zip]

The request for hearing must contain a statement as to the specific issues and findings of fact and conclusions of law in
this determination with which the laboratory disagrees and the basis for the laboratory’s contention that the specific
issues and/or findings and conclusions are incorrect. Evidence and arguments may also be presented at the hearing,
where counsel may represent the laboratory at its own expense. If a hearing is conducted and CMS’ determination
is upheld, the laboratory will be assessed a fee to cover the government’s cost related to the hearing. See 42
C.F.R. §493. 643(d)(2).



As noted above, if a timely request for hearing is filed, i.e., by [Date of this notice + 60 days], CMS does not limit a
laboratory’s CLIA certificate or collect the Civil Money Penalty until after an ALJ hearing.

Please be advised that the determination as to which alternative sanction or sanctions to impose, including the amount
of a Civil Money Penalty imposed per day or per violation, is not subject to appeal. See 42 C.F.R. § 493.1844(c)(4).
Pursuant to 42 C.F.R. § 1844(d)(1), the effective date of an alternative sanction (other than a civil money penalty) is not
delayed because the laboratory has appealed and the hearing or the hearing decision is pending. As noted above, failure
to comply with alternative sanctions is basis for suspension, limitation, or revocation of any type of CLIA certificate.
See 42 C.F.R. § 493.1840(a)(7).

If you have any questions regarding this letter, please contact [Staff name] of my staff at [telephone number].

Sincerely,

[Name/Title]
[Branch Name]
[Division Name]

Enclosure: Agreement
cc: [State agency name]
[Director Name

[Director Address at other than lab address]

Via certified mail.



AGREEMENT
I am the (owner, director) of [Name of laboratory] located at [Laboratory address], CLIA number [CLIA
number].

I understand and agree that the sanction of suspension of [Name of laboratory]’s approval to receive Medicare payment
for the analyte of [Name of analyte] is imposed effective [Limitation date] for a period of six months.

By my signature below, [Name of laboratory] agrees (in return for not having its Medicare approval cancelled
immediately or its Medicare approval suspended on [Limitation date] for the subspecialty of [Name of subspecialty])
not to charge Medicare beneficiaries or their private insurance carriers for laboratory services in the analyte of [Name of
analyte] for the duration of the six-month suspension of Medicare for this analyte as stated above.

[Name of laboratory] also agrees to the limitation of its CLIA certification for the analyte of [Name of analyte], due to
unsuccessful participation in proficiency testing, for the duration of the six-month suspension of Medicare for this analyte
as stated above in order that limitation is not imposed for the subspecialty of [Name of subspecialty]. This means [Name
of laboratory] agrees to not perform any patient testing (for both Medicare and non-Medicare patients) in the analyte of
[Name of analyte] during this same six-month period. After the six-month period, [Name of laboratory] agrees to notify
CMS to apply for reinstatement and be granted CMS approval prior to resuming testing in and receiving
Medicare/Medicaid reimbursement for this analyte.

[Name of laboratory] understands and agrees that the alternative sanction of a Civil Money Penalty in the amount of
$3,000 per day of non-compliance until compliance is met or until the principal sanction of Limitation of the laboratory’s
CLIA certificate in the analyte [Name of analyte] has been imposed effective [CMP effective date]. [Name of
laboratory] also understands that pursuant to 42 C.F.R. § 493.1840(a)(7), failure to pay the Civil Money Penalty once it
becomes final will be the basis for suspension or revocation of its CLIA certificate.

I understand that failure to provide this written agreement by [Notice date + 10 days] will result in the automatic
cancellation of the laboratory’s approval to receive Medicare payment for all laboratory services effective [Limitation
date]. I also understand that signing this agreement does not affect the laboratory’s appeal rights in connection with this
sanction action.

In addition, | understand that pursuant to 42 C.F.R.§ 493.1840(a)(7) violation of this agreement will result in the
immediate revocation of [Name of laboratory]’s CLIA certificate under 42 C.F. R. § 493.1840(a)(1) and pursuant to 42
C.F.R. § 493.1826(a)(1)(ii) in the immediate cancellation of the laboratory’s approval to receive Medicare payments for
all laboratory services.

Signature Date

Print Name and Title

Contact address other than laboratory address

Contact telephone number Contact FAX number



73. RO sanction proposal — Conditions out — AOC not credible #1.doc [05/20/06]
Conditions out — AOC not credible, SA referred to RO for sanction

IMPORTANT NOTICE — ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL TRANSMISSION
OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA #[CLIA NUMBER]
RE: PROPOSED SANCTIONS - Conditions Not Met
Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988 (CLIA),
Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section 353 of the
Public Health Service Act (42 U.S.C. §263a) and 42 Code of Federal Regulations, Part 493 (42 C.F.R. §493). Federal
regulations require onsite surveys to determine whether or not a laboratory is in compliance with the applicable
regulations. Compliance with these regulations is a condition of certification for the CLIA program.

The [Name of State agency] (State agency) conducted [CHOOSE SURVEY TYPE: an initial, a routine recertification,
or a complaint] survey of your laboratory that was completed on [Survey date]. Based on this survey, [Name of
Laboratory] was found to be out of compliance with [number] CLIA Conditions:

[List Conditions.]

In addition, other standards were also found to be not met. The State agency provided the laboratory a listing of all
deficiencies identified during the survey on Form CMS-2567, Statement of Deficiencies, sent as an enclosure to its [Date
of SA letter] letter.

In its [Date of SA letter] letter, the State agency notified the laboratory to take immediate action to bring any unmet
Condition-level requirements into compliance. The State agency gave the laboratory ten days from the date of the [Date
of SA letter] letter to submit a credible allegation of compliance and acceptable evidence of correction for the cited
deficiencies. Your laboratory submitted an allegation of compliance dated [Date of submission].

The State agency reviewed the [Date of submission] submission and determined that it did not constitute a credible
allegation of compliance and acceptable evidence of correction. The State agency notified your laboratory of this
determination by its letter dated [Date of SA AOC review letter] and that it was referring the case to the CMS Regional



Office with recommendations to not recertify [Name of Laboratory] into the CLIA program. We have reviewed the case
and concur with the State agency in its findings and recommendations.

Proposed Sanctions

Accordingly, pursuant to 42 C.F.R. 88 493.1806 and 493.1840(a)(3), based on the laboratory’s failure to meet all CLIA
Conditions, and based on the failure by the owner and director of the laboratory to comply with the certificate
requirements and performance standards as evidenced by the deficiencies cited at the [Date of survey] survey, we are
taking action to impose the following sanctions against [Name of Laboratory]’s CLIA certificate:

e 42 U.S.C. 8§ 263a(i)(3), 42 C.F.R. §8 493.1806, 493.1840(a)(3) and 493.1840(e) — Principal Sanction: Revocation of
the laboratory’s CLIA certificate. If imposed, the laboratory has 60 days to appeal the determination to revoke the
laboratory’s CLIA certificate. If a timely hearing request is received, revocation of the laboratory’s CLIA certificate will
become effective following the administrative hearing decision, if our determination of non-compliance is upheld.

e 42 C.F.R. 8§88 493.1806(c)(3), 493.1810(c)(2)(i), 493.1810(d) and 493.1834 — Alternative Sanction: Civil Money
Penalty in the amount of $10,000 per day for each day of non-compliance effective [Date of notice + 15 days]. If the
laboratory requests a hearing, the civil money penalty amount will not be collected until after the hearing decision is
rendered. However, if imposed, the $10,000/day will begin to accrue on [Date of notice + 15 days] and will continue to
accrue until it can be verified that the laboratory is in compliance with all Condition-level requirements or the
laboratory’s CLIA certificate is revoked.

In determining the amount of the penalty, CMS has taken into account the following factors: (1) the laboratory
was found to be out of compliance with [Number] CLIA Condition-level requirements as well as numerous
standard-level CLIA requirements at the survey completed on [Survey date]; (2) the laboratory has failed to
correct the deficiencies after being provided an opportunity to do so; [Examples of other reasons: (3) the
laboratory failed to meet the requirement for successful testing of proficiency testing samples; (4) the laboratory
failed to establish and verify performance specifications for each testing method prior to testing and reporting
patient results; (5) the laboratory director failed to establish and maintain quality control and quality assessment
programs to assure the accuracy of patient test results; and (6) the laboratory has expressed no rational reason for
its failure to achieve compliance with all applicable Condition-level CLIA requirements.]

e 42 C.F.R. 88493.1806(c)(1), 493.1832, 493.1844(d)(1) and 493.1844(g)(1) — Alternative Sanction: Directed Portion of
a Plan of Correction effective [Date of notice + 15 days]. If imposed, the laboratory will be directed to submit to this
office within ten calendar days from the date of the imposition notice a list of the names and addresses of all physicians
and other clients who have used some or all of the laboratory’s services since [Date of prior survey or other date as
appropriate]. This list may be used to advise the laboratory’s clients of the nature of its non-compliance and the nature
and effective date of any sanctions imposed against the laboratory.

e 42 C.F.R. 88 493.1807(a), 493.1808(a), 493.1842 and 493.1844(d)(3) — Principal Sanction: Cancellation of the
laboratory’s approval to receive Medicare payments for any laboratory services performed on or after [Date of
notice + 15 days]. If imposed, this sanction will be effectuated even if the laboratory files a timely appeal.

Moreover, in accordance with Section 1902(a)(9)(C) of the Social Security Act and 42 C.F.R. § 440.30(c), if the sanction
of cancellation of the laboratory’s approval to receive Medicare payments is imposed, payment under the Medicaid
program, Title XIX of the Social Security Act, will no longer be available to the laboratory for any laboratory services
performed on or after [Date of notice + 15 days]. See 42 C.F.R. § 440.2(b).

The laboratory is advised that the above sanctions cannot be avoided by the closure, discontinuation of testing, voluntary
withdrawal from the CLIA program, or changes in certificate to a lower level of testing.



[Use the following paragraph if applicable:]

As the current certificate of [Name of Laboratory]’s CLIA certificate expired on [Expiration date], we will
administratively extend the laboratory’s CLIA certificate solely for the purpose of finalizing the current sanction action.
The laboratory’s CLIA certificate cannot be renewed for Medicare and Medicaid purposes as the laboratory has not
shown itself to be in compliance with CLIA requirements. *

If the laboratory's CLIA certificate is revoked, 42 U.S.C. § 263a(i)(3) and 42 C.F.R. § 493.1840(a)(8) prohibit the
owner(s) or operator(s) (including director — see 42 C.F.R. § 493.2) from owning or operating (or directing) a laboratory
for at least two years from the date of the revocation. This prohibition applies to the owner(s) as well as the director at the
time that the deficiencies were found which led to the current sanction actions.

If the sanctions become effective as referenced above, in accordance with 42 C.F.R. § 493.1850(a)(2), information
regarding the actions against the laboratory’s CLIA certificate will appear in the Laboratory Registry for the calendar year
in which the actions are imposed. In addition, pursuant to 42 C.F.R. § 493.1844(g)(1), we will notify the general public
by means of a notice published in a local newspaper, if the above sanctions are imposed.

You have ten days from the date of this notice, or until [Date of notice + 10 days], to submit in writing any
evidence or information as to why the sanctions detailed above should not be imposed. If we do not receive a timely
submission or if we determine that the submission is unpersuasive, we will notify you in writing that we will proceed to
impose the above-referenced sanctions. We will provide you with the laboratory’s appeal rights at that time.

Instructions for sending in Your Response
Your laboratory’s response should be sent to:
[Name of RO Manager]
[Name of Branch]
[Name of Division]
[Centers for Medicare & Medicaid Services]

[Street address]
[City, State Zip]

A copy of any response the laboratory makes should also be sent to the State agency at the following address:
[State Agency name and address. Attention: Staff Name]
If you have questions regarding this letter, please contact [Staff name] at [PHONE #].
Sincerely,
[Name/Title]
[Branch Name]

[Division Name]

cc: [State Agency Name]

¥ Compliance with all CLIA requirements and CLIA certification is a requirement for Medicare and Medicaid payments.



74. RO sanction proposal — Conditions out — AOC not credible #2.doc [05/20/06]
Directed plan of correction and state onsite monitoring proposed

[Date]

[Name of Laboratory]
[Attn: Name]
[Address]

[CLIA Number]
Dear [Name]:

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), Public
Law 100-578, and bill for services provided to Medicare beneficiaries or Medicaid recipients under Title XVIII and XIX of the
Social Security Act, it must comply with all CLIA Requirements (42 CFR 493).

Federal regulations require surveys to determine whether or not a laboratory is in compliance with the applicable
regulations. [Name of State Agency] (State agency) conducted a recertification survey of [Name of Laboratory] on
[Date], resulting in the finding of Condition-level noncompliance. On [Date], the state agency requested your laboratory
to correct the cited deficiencies. Your laboratory submitted a response documented on the Provider Plan of Correction
column of the CMS-2567, Statement of Deficiencies. The State agency reviewed your laboratory’s submission and
informed you on [Date] that the plan of correction was not acceptable and did not constitute a credible allegation of
compliance. Therefore, an on-site revisit could not be performed.

The Centers for Medicare & Medicaid Services, (CMS) has reviewed the survey report and determined that your
laboratory is not in compliance with the CLIA Conditions. These deficiencies have been found to be of such a serious
nature as to substantially limit your laboratory’s capability to render adequate services, and prevent it from being in
compliance with the CLIA Conditions. Specifically, your laboratory does not meet the following CLIA Condition(s):

[Example:

e 42 CFR 493.803 Condition: Successful Participation;

e 42 CFR 493.1403 Condition: Laboratories performing moderate complexity testing; laboratory director;

e 42 CFR 493.1409 Condition: Laboratories performing moderate complexity testing; technical consultant; and

e 42 CFR 493.1701 Condition: Quality assurance; moderate complexity including the subcategory) or high complexity

testing, or any combination of these tests.]

Based on the serious nature of the deficiencies cited and the failure of [Name of Laboratory] to provide an acceptable
plan of correction and credible allegation of compliance, CMS will impose the following alternative sanctions by the
authority of 42 CFR 493.1804(b)(2):

[Example:
42 CFR 493.1832, Sanction: Directed Plan of Correction effective [Date]. When CMS imposes a directed plan

of correction, CMS directs the laboratory to take specific corrective action within specific time frames in order to achieve
compliance. ]




In order to correct the CLIA Condition 42 CFR 493.803 Successful Participation, the laboratory must cease patient testing in the
failed specialty of hematology and demonstrate satisfactory performance in two supplemental proficiency testing events. These
testing events can be requested from any approved proficiency testing company. Results of the supplemental proficiency testing
must be submitted to the state agency no later than [Date].

In addition, in accordance with 42 CFR 493.1838, the laboratory must show documentation of training and technical assistance
for all personnel involved in patient testing for the failed specialty. Documentation of training must be submitted to the state
agency no later than [Date].

In order to achieve compliance for the CLIA Condition, Laboratories Performing Moderate Complexity Testing - Technical
Consultant, 42 CFR 493.1409, your laboratory must:

Obtain the services of a qualified Technical Consultant to assist and review the laboratory's performance. Any
prospective candidate must hold a bachelor's degree in a chemical, physical or biological science or medical
technology from an accredited institution, and possess at least four (4) years of laboratory experience in the specialty
of Hematology.

Your laboratory must submit the name of the Technical Consultant to the state agency no later than [Date] and obtain
that agency's approval prior to entering into any contractual arrangement with such an individual.

The duties of the Technical Consultant will include:
a) The technical consultant must be accessible to the laboratory to provide on-site, telephone, or electronic
consultation;

b) Establish a quality control program appropriate for the testing performed; establish the parameters for
acceptable levels of analytic performance; and ensure that these levels are maintained throughout the entire testing
process from the initial receipt of the specimen, through sample analysis and reporting of test results;

c) Document review of control material test results for the all laboratory testing on at least a weekly basis;
d) Develop written protocols to monitor and verify test results for accuracy and reliability;

e) Implement procedures for the review of proficiency testing to include documentation of remedial actions for
any unacceptable analyte and test event scores;

f) Resolve technical problems and ensuring that remedial actions are taken whenever test systems deviate from the
laboratory's established performance specifications;

g) Ensure that patient test results are not reported until all corrective actions have been taken and the test system is
functioning properly;

h) ldentify training needs and assuring that each individual performing tests receives regular in-service training
and education appropriate for the type and complexity of the laboratory services performed; document training of
all individuals performing patient testing with respect to the above requirements, including orientation to quality
control requirements, troubleshooting and record keeping;

i) Evaluate the competency of all testing personnel assuring that the staff maintain their competency to perform
test procedures and report test results promptly, accurately and proficiently through:

(i) Direct observations of routine patient test performance, including patient preparation, if applicable,
specimen handling, processing and testing;

(i) Monitoring the recording and reporting of test results;

(iii) Review of intermediate test results or worksheets, quality control records, proficiency testing
results, and preventive maintenance records;

(iv) Direct observation of performance of instrument maintenance and function checks;

(v) Assessment of test performance through testing previously analyzed specimens, internal blind
testing samples or external proficiency testing samples; and

(vi) Assessment of problem solving skills.



J) Evaluate and document the performance of individuals responsible for moderate complexity testing at least
semiannually during the first year the individual tests patient specimens. Thereafter, evaluations must be
performed at least annually unless test methodology or instrumentation changes, in which case, prior to reporting
patient test results, the individual's performance must be reevaluated to include the use of the new test
methodology or instrumentation.

k) Retain documentation of all corrective actions for review by CMS and/or the State agency.

42 CFR 493.1836, Sanction: State onsite monitoring, effective [Date]. CMS will require the state agency to
provide intermittent monitoring of the plan of correction to ensure that the laboratory makes the improvements necessary
to bring it into compliance. When CMS imposes the sanction of onsite monitoring, the sanction continues until CMS
determines that the laboratory has the capability to ensure compliance with all Condition-level requirements.

You may submit to CMS written evidence or other information against the imposition of alternative sanctions in
accordance with 42 CFR 493.1810(b). The information must be received within 10 days of receipt of this notice.

The alternative sanction of a Directed Plan of Correction is intended to assist your laboratory to come into compliance
with CLIA requirements. Your laboratory must take action to correct all Condition-level deficiencies or, under the
authority of 42 CFR 493.1804(b)(2), CMS will take action to impose principal sanctions against your laboratory.

You must indicate acceptable corrective action for each deficiency cited on the enclosed CMS-2567, Statement of Deficiencies,
using the Provider Plan of Correction column. Indicate the appropriate completion dates on the right side of the form, keying
your responses to the deficiencies on the left. In addition, you must provide acceptable evidence that the corrective actions have
been implemented.

Acceptable evidence of correction must include:

e documentation showing what corrective actions have been taken;

e what measure has been put into place or what systemic changes you have made to ensure that the deficient practice
does not recur;

e how the corrective actions are being monitored;

e who will be responsible for implementing the corrective actions; and

e the date that each corrective action will be completed.

Please send the plan of correction and evidence of correction to: [Address of State Agency]. In addition, please forward a
copy to this office. The State agency must receive your response by [Date].

If your plan of correction and evidence of correction is determined to constitute a credible allegation of compliance and
acceptable evidence of correction, CMS will determine if compliance can be certified on the basis of the evidence
presented, or if a revisit will be required to verify whether the laboratory has, in fact, achieved compliance.

A credible allegation of compliance is a statement or documentation that is made by a representative of a laboratory that
has a history of having maintained a commitment to compliance and of taking corrective action when required; is realistic
in terms of it being possible to accomplish the required corrective action between the date of the exit conference and the
date of the allegation; and indicates that the problem has been resolved.

If a revisit is conducted and the findings from the revisit indicate your laboratory is back in compliance with all CLIA
Conditions, principal sanctions will not be imposed. If on the revisit, the laboratory is found out of compliance, CMS will
impose the following principal sanctions:



42 CFR 493. 1807(a), Sanction: cancel your approval to receive Medicare payments for laboratory services
effective [Date]. In addition, under section 1902(a)(9)(C) of the Social Security Act and 42 CFR 440.30(c),
payment under the Medicaid program, Title XIX of the Social Security Act, will no longer be available to your
laboratory for any laboratory services performed on or after [Date].

42 CFR 493.1840(a)(3) and (a)(7), Sanction: revocation of your CLIA certificate, pending a decision from an
Administrative Law Judge, if an appeal is filed. Under revocation, the laboratory will be required to cease all
operations. Also under revocation, 42 CFR 493.1840(a)(8), will prohibit the present owner and operator from
owning or operating a laboratory for at least two years from the date of revocation. In accordance with 42 CFR
493.1850(a)(2), information regarding the revocation of your CLIA certificate, should this sanction be imposed,
will appear in the Laboratory Registry for the calendar year of your revocation.

CMS is required to notify the general public when principal sanctions are imposed. In addition, if the above mentioned
sanctions are imposed and your laboratory continues testing, please be informed that under 42 CFR 493.1806(e), any
individual who is convicted of intentionally violating any CLIA requirement may be imprisoned or fined.

If you believe this determination is not correct, you may request a hearing before an administrative law judge of the
Department of Health and Human Services, Departmental Appeals Board. Procedures governing this process are set out
in regulations at 42 CFR 493.1844. A written request for hearing must be filed no later than 60 days from the date of
receipt of this letter.

You may submit a hearing request directly (accompanied by a copy of this letter) to:

Departmental Appeals Board
Civil Remedies Division
Attention: Oliver Potts

Cohen Building , Room G-644
330 Independence Avenue, S.W.
Washington, D.C. 20201

For expedited handling, such a request may be made to:

[Name, Title, Division
Centers for Medicare & Medicaid Services
RO Address]

A request for hearing should identify the specific issues, and the findings of fact and conclusions of law with which you
disagree. It should also specify the basis for contending that the findings and conclusions are incorrect. You may be
represented by counsel at a hearing at your own expense. If the laboratory remains out of compliance on the revisit, and if
no request for a hearing is received by [Date], your laboratory's CLIA certificate will be revoked [Date]. If a hearing is
conducted and CMS’ determination is upheld, your laboratory may be assessed a fee to cover the government’s costs
related to the hearing, per 42 CFR 493.643(d)(2).

Please contact [Name] at [Phone/Email] with any questions concerning this letter.
Sincerely,
[Name/Title]

[Office Name]
cc:



75. RO sanction proposal 1J #1.doc [05/20/06]
1J not removed, SA referred to RO for sanction

IMPORTANT NOTICE — ACTION NECESSARY

VIA FACSIMILE TO XXX XXX-XXXX AND FIRST CLASS MAIL. (CONFIRMATION OF SUCCESSFUL TRANSMISSION
OF FACSIMILE CONSTITUTES PROOF OF RECEIPT)

[TODAY'S DATE]

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME]

[ADDRESS]

[CITY], [STATE] [ZIP]

CLIA #[CLIA NUMBER]
RE: PROPOSED SANCTIONS - Conditions Not Met — Immediate Jeopardy
Dear Director/Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988 (CLIA),
Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section 353 of the
Public Health Service Act (42 U.S.C. §263a) and 42 Code of Federal Regulations, Part 493 (42 C.F.R. §493). Federal
regulations require onsite surveys to determine whether or not a laboratory is in compliance with the applicable
regulations. Compliance with these regulations is a condition of certification for the CLIA program.

The [State Agency Name] (State agency) conducted [CHOOSE SURVEY TYPE: an initial, a routine recertification, or
a complaint] survey of your laboratory that was completed on [Survey date]. Based on this survey, [Name of
Laboratory] was found to be out of compliance with [number] CLIA Conditions:

[List Conditions.]
In addition, other standards were also found to be not met.
The serious nature of the deficiencies resulted in a determination of immediate jeopardy to patient health and safety. The
State agency notified [Name of Laboratory] by letter dated [Date of SA letter] that conditions within the laboratory

pose an immediate jeopardy situation. The State agency provided the laboratory a listing of all deficiencies identified
during the survey on Form CMS-2567, Statement of Deficiencies, sent as an enclosure to its [Date of SA letter] letter.



In the [Date of SA letter], the State agency notified the laboratory to take immediate action to remove jeopardy and bring
any unmet Condition-level requirements into compliance. The State agency gave the laboratory ten days from the date of
the [Date of SA letter] letter to submit a credible allegation of compliance and acceptable evidence of correction for the
cited deficiencies. Your laboratory submitted an allegation of compliance dated [Date of submission].

The State agency reviewed the [Date of submission] submission and determined that it did not constitute a credible
allegation of compliance and acceptable evidence of correction. The State agency notified your laboratory of this
determination by its letter dated [Date of SA AOC review letter] and that it was referring the case to the CMS Regional
Office with recommendations to not recertify [Name of Laboratory] into the CLIA program. We have reviewed the case
and concur with the State agency in its findings.

Proposed Sanctions

Accordingly, pursuant to 42 C.F.R. 88 493.1806, 493.1812, and 493.1840(a)(3), based on the finding of immediate jeopardy
and the laboratory’s failure to meet all CLIA Conditions, and based on the failure by the owner and director of the
laboratory to comply with the certificate requirements and performance standards as evidenced by the deficiencies cited
at the [Date of survey] survey, we are taking action to impose the following sanctions against [Name of Laboratory]’s
CLIA certificate:

e 42 U.S.C. § 263a(i)(3), 42 C.F.R. §8 493.1806, 493.1840(a)(3) and 493.1840(e) — Principal Sanction: Revocation of
the laboratory’s CLIA certificate effective [Date of notice + 60 days]. If imposed, the laboratory has 60 days to appeal
the determination to revoke the laboratory’s CLIA certificate. If a timely hearing request is received, revocation of the
laboratory’s CLIA certificate will become effective following the administrative hearing decision, if our determination
of non-compliance is upheld.

e 42 CF.R. 88 493.1806, 493.1812, 493.1840(a)(3) and 493.1840(d)(2)(ii) — Principal Sanction: Suspension of the
laboratory’s CLIA certificate effective [Date of notice + 8 days] based on the finding of immediate jeopardy. The
suspension will take effect regardless of whether a hearing is filed and will remain in effect until the laboratory’s CLIA
certificate is revoked.

e 42 C.F.R. 88 493.1806(c)(3), 493.1810(c)(2)(i), 493.1810(d) and 493.1834 — Alternative Sanction: Civil Money
Penalty in the amount of $10,000 per day for each day of non-compliance effective [Date of notice + 5 days]. If the
laboratory requests a hearing, the civil money penalty amount will not be collected until after the hearing decision is
rendered. However, the $10,000/day will begin to accrue on [Date of notice + 5 days] and will continue to accrue until
it can be verified that the laboratory is in compliance with all Condition-level requirements or the laboratory’s CLIA
certificate is suspended.

In determining the amount of the penalty, CMS has taken into account the following factors: (1) the laboratory
was found to be out of compliance with [Number] CLIA Condition-level requirements as well as numerous
standard-level CLIA requirements at the survey completed on [Survey date]; (2) the deficiencies cited at the
[Survey date] survey were so serious as to result in the determination of immediate jeopardy to patient health and
safety; (3) the laboratory has failed to remove jeopardy after being provided an opportunity to do so; [Examples
of other reasons: (4) the laboratory failed to meet the requirement for successful testing of proficiency testing
samples; (5) the laboratory failed to establish and verify performance specifications for each testing method prior
to testing and reporting patient results; (6) the laboratory accepted and tested patient specimens which were
hemolyzed and serum samples having had prolonged contact with red blood cells, i.e., the integrity of the patient
specimens had been compromised, yet the laboratory tested and reported panic values indicating life-threatening
conditions; (7) the laboratory director failed to establish and maintain quality control and quality assessment



programs to assure the accuracy of patient test results; and (8) the laboratory has expressed no rational reason for
its failure to achieve compliance with all applicable Condition-level CLIA requirements.]

e 42 C.F.R.88493.1806(c)(1), 493.1832, 493.1844(d)(1) and 493.1844(g)(1) — Alternative Sanction: Directed Portion of
a Plan of Correction effective [Date of notice + 5 days]. The laboratory will be directed to submit to this office within
ten calendar days from the date of the imposition notice a list of the names and addresses of all physicians and other
clients who have used some or all of the laboratory’s services since [Date of prior survey or other date as
appropriate]. This list may be used to advise the laboratory’s clients of the nature of its non-compliance and the nature
and effective date of any sanctions imposed against the laboratory.

e 42 C.F.R. 8§ 493.1807(a), 493.1808(a), 493.1842 and 493.1844(d)(3) — Principal Sanction: Cancellation of the
laboratory’s approval to receive Medicare payments for any laboratory services performed on or after [Date of
notice + 5 days]. This sanction will be effectuated even if the laboratory files a timely appeal.

Moreover, in accordance with Section 1902(a)(9)(C) of the Social Security Act and 42 C.F.R. § 440.30(c), payment under
the Medicaid program, Title XIX of the Social Security Act, will no longer be available to the laboratory for any
laboratory services performed on or after [Date of notice + 5 days]. See 42 C.F.R. 8 440.2(b).

The laboratory is advised that the above sanctions cannot be avoided by the closure, discontinuation of testing, voluntary
withdrawal from the CLIA program, or changes in certificate to a lower level of testing.

[Use the following paragraph if applicable:]

As the current certificate of [Name of Laboratory]’s CLIA certificate expired on [Expiration date], we will
administratively extend the laboratory’s CLIA certificate solely for the purpose of finalizing the current sanction action.
The laboratory’s CLIA certificate cannot be renewed for Medicare and Medicaid purposes as the laboratory has not
shown itself to be in compliance with CLIA requirements. *

When the laboratory's CLIA certificate is suspended, the laboratory will not be permitted to perform any testing
including waived and provider performed microscopy testing and regardless of whether or not the laboratory
charges for the testing.”> Also, under revocation, 42 U.S.C. § 263a(i)(3) and 42 C.F.R. § 493.1840(a)(8) prohibit the
owner(s) or operator(s) (including director — see 42 C.F.R. § 493.2) from owning or operating (or directing) a laboratory
for at least two years from the date of the revocation. This prohibition applies to the owner(s) as well as the director at the
time that the deficiencies were found which led to the current sanction actions.

When the sanctions become effective as referenced above, in accordance with 42 C.F.R. § 493.1850(a)(2), information
regarding the actions against the laboratory’s CLIA certificate will appear in the Laboratory Registry for the calendar year
in which the actions are imposed. In addition, pursuant to 42 C.F.R. § 493.1844(g)(1), we will notify the general public
by means of a notice published in a local newspaper, when the above sanctions are imposed.

Appeal Rights

If [Name of Laboratory] does not believe this determination to impose these actions against its CLIA certificate is
correct, the laboratory may request a hearing before an administrative law judge (ALJ) of the Departmental Appeals
Board in accordance with 42 C.F.R. § 493.1844(a)(1)-(2) and 42 C.F.R. 88 498.40 through 498.78. A written request for

* Compliance with all CLIA requirements and CLIA certification is a requirement for Medicare and Medicaid payments.
® The laboratory may continue to perform parallel testing on patient specimens if needed to implement corrective actions. However, the laboratory
may not report any patient test results during the period when its CLIA certificate is suspended.



hearing must be filed no later than sixty days after the date of this letter is received (see 42 C.F.R. § 493.1844(f)). Such a
request may be made to:

[Name of RO Manager]

[Name of Branch]

[Name of Division]

[Centers for Medicare & Medicaid Services]
[Street address]

[City, State Zip]

The request for hearing must contain a statement as to the specific issues and findings of fact and conclusions of law in
this determination with which the laboratory disagrees and the basis for the laboratory’s contention that the specific issues
and/or findings and conclusions are incorrect. Evidence and arguments may also be presented at the hearing, where
counsel may represent the laboratory at its own expense. If a hearing is conducted and CMS’ determination is upheld,
the laboratory will be assessed a fee to cover the government’s cost related to the hearing. See 42 C.F.R. §
493.643(d)(2).

As noted above, if a timely request for hearing is filed, i.e., by [Date of notice + 60 days], CMS does not collect the Civil
Money Penalty or revoke any type of CLIA certificate until after an ALJ hearing that upholds CMS’ sanction
determination. However, suspension of the laboratory’s CLIA certificate will go into force effective [Date of notice + 8
days], and the Directed Portion of a Plan of Correction and cancellation of all Medicare and Medicaid payment are
effective [Date of notice + 5 days], regardless of whether a hearing is requested. See 42 C.F.R. 8§ 493.1844(d)(1)-(3)
and 493.1844(h)(1).

Please be advised that the determination that a laboratory’s deficiencies pose immediate jeopardy is not subject to appeal.
Please also be advised that the determination as to which alternative sanction or sanctions to impose, including the
amount of a Civil Money Penalty to impose per day or per violation, is not subject to appeal. See 42 C.F.R.
§ 493.1844(c)(4) and (c)(6).

Please note that in accordance with 42 U.S.C. § 263a(i)(2), CMS is authorized to suspend the CLIA certificate of a
laboratory before holding a hearing where the failure to comply with CLIA requirements presents an imminent and
serious risk to human health, as has been determined in the case of [Name of Laboratory]. As further provided under
this section of the statute, if the laboratory requests a hearing, it is entitled to have the hearing commence within 60 days
of the effective date of the suspension. The laboratory must specify in any request for a hearing to challenge the
suspension of its CLIA certificate whether it wishes the hearing to commence within 60 days.

You have until [Date of notice + 10 days] to submit in writing any evidence and/or other information as to why the
sanctions should not be imposed. Your laboratory’s response should be sent to:

[Name of RO Manager]

[Name of Branch]

[Name of Division]

[Centers for Medicare & Medicaid Services]

[Street address]

[City, State Zip]

A copy of any response the laboratory makes should also be sent to the State agency at the following address:
[State Agency name and address
Attention: Staff Name]



If you have questions regarding this letter, please contact [Staff name] at [PHONE #].

Sincerely,

[Name/Title]
[Branch Name]
[Division Name]

cc: [State Agency Name]



76. RO sanction proposal — 1J #2.doc [05/20/06]
SA finds 1J — refers immediately to RO for sanction

[Name/Title]
[Name of Laboratory]
[Address]

[CLIA Number]
Dear [Name]:

Pursuant to the regulations of the Department of Health and Human Services (HHS) codified at 42 C.F.R. §493.20,
[Name of Laboratory] was issued a certificate of compliance effective [Date] which enabled it to conduct laboratory
testing under Clinical Laboratory Improvement Amendments of 1988 (CLIA). The amendments are codified in section
353 of the Public Health Service Act, 42 U.S.C. 8263a.

On [Date], a surveyor from the [Name of State Agency], as the Centers for Medicare and Medicaid Services' (CMS)
agent, conducted a survey of [Name of Laboratory], [CLIA number], in [City/State]. After carefully reviewing the survey
findings, | have determined that [Name of Laboratory] is not compliant with the CLIA Conditions listed below:

[Example]

8493.1201  General Quality Control,

8493.1403 Laboratories performing moderate complexity testing; laboratory director, and
8493.1421 Laboratories performing moderate complexity testing; testing personnel.

The most critical deficiencies cited by the surveyor concerns the lack of qualified laboratory testing personnel and the
failure to perform daily quality control. These deficiencies pose immediate jeopardy to the health and safety of patients
served by your laboratory.

When a laboratory is found to be out of compliance with one or more CLIA Conditions, and immediate jeopardy exists,
CMS may suspend or limit the laboratory's certificate. 42 C.F.R. §493.1812(a).

Such a determination has been made in the case [Name of Laboratory], accordingly, this laboratory will be subject to the
suspension of its certificate to perform testing.

In accordance with Section 353 of the Public Health Service Act, | will suspend the certificate of compliance on [Date],
and will continue to impose the suspension until you remove the immediate jeopardy or until an administrative hearing
decision is rendered, if you appeal the determination.

In addition, effective [Date], | will cancel [Name of Laboratory]’s approval to receive Medicare payments for its services
as required by 42 C.F.R. §8493.49(c), 493.1808(a) and 493.1842(a). As required by section §1902(a)(9)(c) of the Social
Security Act, 42 U.S.C. 81396a(a)(9)(C) and 42 C.F.R. §493.49(c) and 8493.1809, | will also notify the Medicaid State
agency, of my action suspending Medicaid payments. (842 C.F.R. 493.49(c))

If you provide this office with a credible allegation of compliance, a surveyor from the [State Agency] will conduct a
follow-up visit as soon as possible. Under 42 C.F.R. 8493.20 and 8493.1810(e)(2), a credible allegation of compliance is
a statement or documentation:



Made by a representative of a laboratory with a history of having maintained a commitment to compliance and
taking corrective action when required;

That is realistic in terms of the possibility of the corrective action being accomplished between the date of the
survey and the date of the allegation; and

That indicates the removal of the immediate jeopardy or the resolution of the deficiencies.

If the immediate jeopardy is removed, but one or more Conditions remain out of compliance, we will not suspend your
certificate. You will be given additional time to come into compliance; however, we will impose one or more of the
following alternative sanctions until compliance is achieved:

Directed Plan of Correction and directed portion of a Plan of Correction:
Suspension of all or part of Medicare payments;

State on-site monitoring; and/or

Civil money penalty. See 42 C.F.R. §493.1806 and 88493.1832-1836.

If you believe my decision is incorrect, you may submit written or other evidence for my review. To be considered, your
response must be received by [Date]. If you submit a timely response and | determine that these actions are not warranted,
I will rescind these actions.

If you do not avail yourself of the opportunity to respond, or if after review of your request, | determine that the
suspension of your CLIA certificate and cancellation of your approval to receive Medicare payments for laboratory
testing performed continues to be warranted, | will arrange publication of a notice in your local newspaper advising the
public of this action. In addition, | reserve the right to notify physicians, providers, suppliers, and other clients doing
business with [Name of Laboratory] of this action. (42 C.F.R. §493.1844(qg))

Within 60 days of your receipt of this letter, your laboratory has the right to request a hearing before an administrative
law judge of the Departmental Appeals Board. 42 C.F.R. §8 493.1844 and 498.40. Such a request should be directed to
me at the following address: [Address]. At your option, you may instead submit a hearing request directly (accompanied
by a copy of this letter) to the Departmental Appeals Board, Civil Remedies Division, Attention: Oliver Potts, Room G-
644, Cohen Building, 330 Independence Avenue, S.W., Washington, D.C. 20201. Send a copy of your request to this
office.

The request for a hearing should identify the specific issues and the findings of fact and conclusions of law with which
you disagree. It should also specify the basis for contending that the findings and conclusions are incorrect. At the
hearing, evidence and arguments may also be presented, and you may be represented by counsel at your own expense. If
[Name of Laboratory] requests a hearing, these actions will not be delayed. (42 C.F.R. 8493.1844 (d)(2)(ii) and
§493.1844(c)(3))
Enclosed is a copy of the Statement of Deficiencies from the [Date] survey.
If you have any questions regarding this matter, please feel free to contact [Name] at [Phone].

Sincerely,

[Name/Title]

Enclosure



77. RO sanction proposal — 1J #3 — 1J removed Conditions still out.doc [05/20/06]
1J removed Conditions still out — Directed Plan of Correction

[Name/Title]
[Name of Laboratory]
[Address]

[CLIA Number]

Dear [Name]:

This is to inform you that the allegation of compliance [Example: that you have discontinued all testing until your full
time "registered tech" returned and performed acceptable quality control testing before patient testing is performed] sent
in response to the Notice of Noncompliance and Proposed Sanctions, received [Date], has been reviewed and determined
to be credible. In addition, we have determined that the immediate jeopardy to the health and safety of patients served by
your laboratory has been removed. Therefore, the sanctions of the suspension of the laboratory's certificate, the

cancellation of the laboratory's approval to receive Medicare and Medicaid payments for services it performs, will not be
imposed effective [Date], according to the authority in Title 42 of the Code of Federal Regulations, Part 493, Subpart R.

The laboratory remains noncompliant with the following Conditions:

[Example]

§493.1201  General Quality Control,

8493.1403  Laboratories performing moderate complexity testing; laboratory director, and

8493/1421  Laboratories performing moderate complexity testing; testing personnel.
When a laboratory is found to be out of compliance with one or more CLIA Conditions, the Centers for Medicare and
Medicaid Services (CMS) may impose one or more alternative sanctions. (42 C.F.R. §493.1806(c)) Such a determination
has been made in the case of [Name of Laboratory], and accordingly, | propose to impose alternative sanctions.
In accordance with Section 353 of the Public Health Service Act, | propose to impose a Directed Plan of Correction, 42
C.F.R. 8493.1832, and State Onsite Monitoring, 42 C.F.R. 8493.1836. These sanctions are proposed due to the lack of
qualified testing personnel and the failure to perform daily quality control discovered at the time of the survey. These
actions will be effective [Date] and will be in effect until all deficiencies are corrected.

The Directed Plan of Correction consists of the following:

The laboratory shall perform and document two levels of controls each day patient tests are performed. The
controls must be performed before patient results are reported and must be within acceptable ranges.

The laboratory shall maintain the lot numbers, expiration dates, and acceptable ranges of each control used.

The laboratory director shall review quality control for all tests performed to ensure that they have been performed
and that they are within acceptable limits.



The laboratory director shall ensure that each of the testing personnel are skilled in performing quality control
procedures for all tests performed in the laboratory. The director must also ensure that documentation of training
and competency evaluations for all testing personnel is available for review. The director must ensure that
competent testing personnel are available to perform tests in the absence of the registered laboratory technologist.

The laboratory director shall review all patient results that were reported during the time period [Dates], and
perform remedial actions or re-testing if deemed necessary.

This documentation shall be sent to:
[Name of State Agency]

In addition to the documentation that is required for the Directed Plan of Correction, you are requested to indicate your
corrective actions in the column labeled Provider Plan of Correction (POC) on the right hand side of the CMS Form-
2567, Statement of Deficiencies, that you received with the prior letter dated [Date], keying your response to the
deficiencies on the left. Please indicate your anticipated completion dates in the appropriate spaces. The response should
indicate who, by position, not name, is responsible for monitoring the corrections to ensure continued compliance. The
plan should also include provisions instituted by the laboratory to prevent recurrence of the deficiencies. Upon
completion of your POC, make a copy of the CMS-2567, dated and signed by the designated person, for your records and
return it to the above address within 10 days.

If you do not successfully complete the Directed Plan of Correction and if the POC is not acceptable, or you do not carry
out the corrections necessary to come into compliance with 42 C.F.R. §8493.1201, 493.1403, and 493.1421 by [Date],
CMS will proceed with sanctions against [Name of Laboratory], according to 42 C.F.R. §493.1814. In that event you will
be notified of the nature of the sanctions, their effective dates, and your appeal rights.

When your deficiencies have been corrected, and it has been found that all the CLIA Conditions are met, your laboratory
will not be subject to further sanctions or State agency follow-up surveys.

Within 60 days of your receipt of this letter, you have the right to request a hearing before an administrative law judge of
the Departmental Appeals Board. 42 C.F.R. §88493.1844 and 498.40. Such a request should be directed to me at the
following address: [Name and address of CMS component]. At your option, you may instead submit a hearing request
directly (accompanied by a copy of this letter) to the Departmental Appeals Board, Civil Remedies Division, Attention:
Oliver Potts, Room G-644, Cohen Building, 330 Independence Avenue, S.W., Washington, D.C. 20201. Please send a
copy of your request to this office.

The request for a hearing should identify the specific issues and the findings of fact and conclusions of law with which
you disagree. It should also specify the basis for contending that the findings and conclusions are incorrect. At the
hearing, evidence and arguments may also be presented, and you may be represented by counsel at your own expense. If
[Name of Laboratory] requests a hearing, these actions will not be delayed. 42 C.F.R. 88493.1844 (d)(2)(ii) and
493.1844(c)(3).
A copy of this letter is being forwarded to [List].
If you have any questions regarding this matter, please feel free to contact [Name] at [Phone].

Sincerely,

[Name/Title]

CC:



78. RO sanction proposal — improper PT referral.doc [05/20/06]
SA survey finds improper PT referral — refers to RO immediately for sanction

IMPORTANT NOTICE - PLEASE READ CAREFULLY

Via facsimile to [xxx xxx-xxxx] and first class mail.
[TODAY'S DATE] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME] CLIA # [CLIA NUMBER]
[ADDRESS]

[CITY], [State] [ZIP]

RE: PROPOSED SANCTIONS - Improper Proficiency Testing Referral
Dear Director/Owner(s):

For a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), Public Law 100-578,
it must comply with all CLIA requirements. These requirements are found in section 353 of the Public Health Service Act (42
U.S.C. 8263a) and 42 Code of Federal Regulations, Part 493 (42 C.F.R. 8§8493). Federal regulations require onsite surveys to
determine whether or not a laboratory is in compliance with the applicable regulations. Compliance with these regulations is a
requirement for certification for the CLIA program.

A CLIA complaint survey was conducted at [Name of Laboratory] by CMS’ agent, the [State agency name], and completed on
[Date]. Based on this survey, your laboratory was found to be out of compliance with two CLIA Conditions: [delete any director
Condition that does not apply]

D2000: 42 C.F.R. §493.801 Enrollment and Testing of [Proficiency Testing] Samples; and,
D6000: 42 C.F.R. §493.1403 Laboratories performing moderate complexity testing; laboratory director.
D6076: 42 C.F.R. §493.1441 Condition: Laboratories performing high complexity testing; laboratory director.

The Condition of proficiency testing is specifically supported by deficiency D2013 at 42 C.F.R. §493.801(b)(4) for improper
proficiency testing referral by reporting proficiency testing results obtained from another laboratory. The Form CMS-2567,
Statement of Deficiencies, which details the cited deficiencies, is enclosed for your reference.

The State agency has referred your case to CMS for sanction action due to the improper proficiency testing referral. CMS has
reviewed your case and concurs with the State agency in its findings and recommendations.

Accordingly, due to the improper referral of your laboratory’s proficiency testing samples to another laboratory for analysis, and
your laboratory’s failure to meet the Condition(s) of laboratory director, [moderate and/or high] complexity testing, CMS is
proposing to impose the following sanctions against your laboratory’s CLIA certificate:

o 42 U.S.C. 8263a(i)(3), 42 C.F.R. 8493.801(b)(4), §493.1806(a) and (b), §493.1840(a)(3) and (6), 8493.1840(b), and
8493.1840(e) — Principal Sanction: Revocation of your laboratory’s CLIA certificate. The laboratory has 60 days in which to
appeal the determination to revoke its CLIA certificate. If the laboratory chooses not to request an appeal, revocation of its
CLIA certificate (if imposed) will become effective [date of this notice + 60 days]. If a timely hearing request is received,
revocation of the laboratory's CLIA certificate will become effective following the administrative hearing decision, if our
determination of non-compliance is upheld.

. 42 C.F.R. 8493.1804(b)(2), 8§493.1806(c)(3), §493.1834, and §493.1840(b) — Alternative Sanction: Civil Money Penalty
effective [Date of notice + 15 days] in the amount of $3,000 per occurrence for each instance in which your laboratory
engaged in improper proficiency testing referral activities. The record shows that [number] instances of improper



proficiency testing referral occurred [cite the instances, e.g., (APl Q2/[Year] event chemistry proficiency testing sample 6,
API Q2/2000 event chemistry proficiency testing sample 7, APl Q2/[Year] event chemistry proficiency testing sample 8,
API Q2/[Year] event chemistry proficiency testing sample 9, and APl Q2/[Year] event chemistry proficiency testing sample
10)]. At $3,000 per occurrence, this amounts to a total Civil Money Penalty of [number x $3,000]. (See Form CMS-2567
under D2013 for details about these occurrences.)

In determining the amount of the penalty, CMS has taken into account that the laboratory was found to have engaged in
improper proficiency testing referral activities in five separate instances resulting in the determination by CMS that the
laboratory was out of compliance with [number] Condition-level requirements of CLIA.

o 42 C.F.R. 8493.1804(b)(2), §493.1806(c)(1), §493.1814, §493.1832(b)(2), and 8493.1844(g)(1) — Alternative Sanction:
Directed Portion of a Plan of Correction effective [Date of notice + 15 days]. When this sanction is imposed, you will be
directed to submit to this office within ten calendar days from the date of the notice of imposition a list of the names and
addresses of all physicians and other clients who have used some or all of your laboratory’s services from [Date of prior
survey or other date as appropriate] to the present date. This list may be used to advise your clients of the nature of your
laboratory’s non-compliance and the nature and effective date of any sanction actions imposed against your laboratory.

. 42 C.F.R. 8493.1807(a), §493.1808(a), §493.1842, and 8493.1844(d)(3) — Principal Sanction: Cancellation of your
laboratory’s approval to receive Medicare payments for any services performed effective [15 days from date of this notice].
When this sanction is imposed, under Section 1902(a)(9)(C) of the Social Security Act and 42 C.F.R. §440.30(c), payment
under the Medicaid program, Title XIX of the Social Security Act, will no longer be available to your laboratory for all
services effective [Date of notice + 15 days].

The laboratory is advised that the above sanctions cannot be avoided by the closure, discontinuation of testing, voluntary withdrawal
from the CLIA program, or changes in certificate to a lower level of testing.

When your laboratory’s CLIA certificate is revoked, your laboratory will not be permitted to operate and will not be permitted to
perform any testing, including waived testing or provider performed microscopy procedures, regardless of whether the laboratory
charges for such testing. Also, pursuant to 42 U.S.C. §263a(i)(3) and 42 C.F.R. 8493.1840(a)(8), the owner and operator (including
the director) of the laboratory will be prohibited from owning or operating (including directing) any laboratory for at least two years
from the date of the revocation. This prohibition would apply to the owner as well as director at the time your laboratory was found
to have been improperly referring its proficiency testing specimens.

Appeal Rights

If [Name of Laboratory] does not believe this determination to impose these additional actions against its CLIA certificate is correct,
the laboratory may request a hearing before an administrative law judge (ALJ) of the Department Appeals Board in accordance with
42 C.F.R. § 493.1844(a)(1) - (2) and 42 C.F.R. Part 498. A written request for hearing must be filed no later than sixty days after the
date of this letter, or by [date of this notice + 60 days] (see 42 C.F.R. § 493.1844(f)). Such a request may be made to:

[Name of RO Manager]

[Name of Branch]

[Name of Division]

[Centers for Medicare & Medicaid Services]
[Street address]

[City, State Zip]

The request for hearing must contain a statement as to the specific issues and findings of fact and conclusions of law in this
determination with which the laboratory disagrees and the basis for the laboratory’s contention that the specific issues and/or
findings and conclusions are incorrect. Evidence and arguments may also be presented at the hearing, where counsel may represent
the laboratory at its own expense. If a hearing is conducted and CMS’ determination is upheld, the laboratory will be assessed a fee
to cover the government’s cost related to the hearing. See 42 C.F.R. § 493.643(d)(2).

If a timely request for hearing is filed, i.e., by [date of this notice + 60 days], CMS does not collect a Civil Money Penalty or revoke
any type of CLIA certificate until after an ALJ hearing that upholds CMS’ sanction determination. However, the Directed Portion of



a Plan of Correction to submit the laboratory’s client list and the cancellation of all Medicare and Medicaid payment are effective
[15 days from date of this notice] regardless of whether a hearing is requested. See 42 C.F.R. 88 493.1844(d)(1), 493.1844(d)(2)(i),
493.1844(d)(3), and 493.1844(h)(2).

Please be advised that the determination as to which alternative sanction or sanctions to impose is not subject to appeal. See 42
C.F.R. § 493.1844(c)(4).

You have ten days from the date of this notice, or until [Date of notice + 10 days], to submit in writing any evidence or information
as to why the sanctions detailed above should not be imposed. If we do not receive a timely submission or if we determine that the
submission is unpersuasive, we will notify you in writing that we will proceed to impose the above-referenced sanctions.
If you have any questions regarding this letter, please contact [Staff name] of my staff at [telephone number].

Sincerely,

[Name/Title]

[Branch Name]

[Division Name]
Enclosure: Form CMS-2567, Statement of Deficiencies

cc: [State Agency Name]



79. RO Sanction proposal — standards out — POC unacceptable # 1.doc [05/20/06]
Standards out — POC unacceptable, SA referred to RO for sanction

IMPORTANT NOTICE - PLEASE READ CAREFULLY

Via facsimile to [xxx xxx-xxxx] and first class mail.
[TODAY'S DATE] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME] CLIA # [CLIA NUMBER]
[ADDRESS]

[CITY], [State] [ZIP]

RE: PROPOSED SANCTIONS - Standards Not Met
Imposition Notice to follow if Proposed Sanctions are Imposed

Dear Director and Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), Public Law
100-578, it must comply with all CLIA requirements. These requirements are found in section 353 of the Public Health Service Act
(42 U.S.C. 8263a) and 42 Code of Federal Regulations, Part 493 (42 C.F.R. 8493). Federal regulations require onsite surveys to
determine whether or not a laboratory is in compliance with the applicable regulations. Compliance with these regulations is a
condition of certification for the CLIA program.

The [Name of State agency] (State agency) conducted [CHOOSE SURVEY TYPE: an initial, a routine recertification, or a
complaint] survey of your laboratory that was completed on [Survey date]. Based on this survey, [Name of Laboratory] was found to
be out of compliance with [number] CLIA standards. The State agency provided the laboratory a listing of all deficiencies identified
during the survey on Form CMS-2567, Statement of Deficiencies, sent as an enclosure to its [Date of SA letter] letter.

In its [Date of SA letter] letter, the State agency notified the laboratory to take action to correct the cited deficiencies. The State
agency gave the laboratory ten days from the date of the [Date of SA letter] letter to submit a plan of correction and supporting
evidence to document compliance with all CLIA requirements. Your laboratory submitted a plan of correction dated [Date of
submission].

The State agency reviewed the [Date of submission] submission and determined that it did not constitute an acceptable plan of
correction. The State agency notified your laboratory of this determination by its letter dated [Date of SA POC review letter] and
gave your laboratory another opportunity to submit an amended plan of correction and additional evidence of correction. Your
laboratory sent in a second submission on [Date of second submission] which the State agency reviewed and again determined to be
not acceptable. The State agency notified your laboratory by letter dated [Date of SA warning letter] that it was referring the case to
the CMS Regional Office with recommendations to not recertify [Name of Laboratory] into the CLIA program. We have reviewed
the case and concur with the State agency in its findings and recommendations.

Proposed Sanctions

Accordingly, pursuant to 42 C.F.R. 88 493.1806 and 493.1840(a)(3), based on the laboratory’s non-compliance with CLIA standard-
level requirements and based on the failure by the owner and director of the laboratory to comply with the certificate requirements
and performance standards as evidenced by the deficiencies cited at the [Date of survey] survey, we are taking action to impose the
following sanctions against [Name of Laboratory]’s CLIA certificate:

e 42 U.S.C. § 263a(i)(3), 42 C.F.R. 88 493.1806, 493.1840(a)(3) and 493.1840(e) — Principal Sanction: Revocation of the
laboratory’s CLIA certificate. If imposed, the laboratory has 60 days to appeal the determination to revoke the laboratory’s
CLIA certificate. If a timely hearing request is received, revocation of the laboratory’s CLIA certificate will become
effective following the administrative hearing decision, if our determination of non-compliance is upheld.



o 42 C.F.R. 88 493.1807(a), 493.1808(a), 493.1842 and 493.1844(d)(3) — Principal Sanction: Cancellation of the laboratory’s
approval to receive Medicare payments for any laboratory services performed on or after [Date of notice + 15 days]. If
imposed, this sanction will be effectuated even if the laboratory files a timely appeal.

Moreover, in accordance with Section 1902(a)(9)(C) of the Social Security Act and 42 C.F.R. § 440.30(c), if the sanction of
cancellation of the laboratory’s approval to receive Medicare payments is imposed, payment under the Medicaid program, Title XIX
of the Social Security Act, will no longer be available to the laboratory for any laboratory services performed on or after [Date of
notice + 15 days]. See 42 C.F.R. § 440.2(b).

The laboratory is advised that the above sanctions cannot be avoided by the closure, discontinuation of testing, voluntary withdrawal
from the CLIA program, or changes in certificate to a lower level of testing.

[Use the following paragraph if applicable:]

As the current certificate of [Name of Laboratory]’s CLIA certificate expired on [Expiration date], we will administratively extend
the laboratory’s CLIA certificate solely for the purpose of finalizing the current sanction action. The laboratory’s CLIA certificate
cannot be renewed for Medicare and Medicaid purposes as the laboratory has not shown itself to be in compliance with CLIA
requirements. 6

If the laboratory's CLIA certificate is revoked, 42 U.S.C. 8 263a(i)(3) and 42 C.F.R. § 493.1840(a)(8) prohibit the owner(s) or
operator(s) (including director — see 42 C.F.R. 8 493.2) from owning or operating (or directing) a laboratory for at least two years
from the date of the revocation. This prohibition applies to the owner(s) as well as the director at the time that the deficiencies were
found which led to the current sanction actions.

If the sanctions become effective as referenced above, in accordance with 42 C.F.R. 8 493.1850(a)(2), information regarding the
actions against the laboratory’s CLIA certificate will appear in the Laboratory Registry for the calendar year in which the actions are
imposed. In addition, pursuant to 42 C.F.R. § 493.1844(g)(1), we will notify the general public by means of a notice published in a
local newspaper, if the above sanctions are imposed.

You have ten days from the date of this notice, or until [Date of notice + 10 days], to submit in writing any evidence or information
as to why the sanctions detailed above should not be imposed. If we do not receive a timely submission or if we determine that the
submission is unpersuasive, we will notify you in writing that we will proceed to impose the above-referenced sanctions. We will
provide you with the laboratory’s appeal rights at that time.

Instructions for sending in Your Response
Your laboratory’s response should be sent to:

[Name of RO Manager]

[Name of Branch]

[Name of Division]

[Centers for Medicare & Medicaid Services]
[Street address]

[City, State Zip]

A copy of any response the laboratory makes should also be sent to the State agency at the following address:
[State Agency name and address
Attention: Staff Name]

® Compliance with all CLIA requirements and CLIA certification is a requirement for Medicare and Medicaid payments.



If you have questions regarding this letter, please contact [Staff name] at [PHONE #].

Sincerely,

[Name/Title]
[Branch Name]
[Division Name]

cc: [State Agency Name]



80. RO Sanction proposal — standards out — POC unacceptable # 2.doc [05/20/06]
Standards out — POC unacceptable, SA referred to RO for sanction

[Date]

[Name of Laboratory]
[Attn: Name]
[Address]

[CLIA Number]

Dear [Name]:

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), Public Law 100-
578, and bill for services provided to Medicare beneficiaries or Medicaid recipients under Titles XVIII and XI1X of the Social Security
Act, it must comply with all CLIA Requirements (42 CFR 493).

The [Name of State Agency] (state agency) conducted a recertification survey of [Name of Laboratory] on [Date]. The
state agency requested a plan of correction on [Date]. The plan of correction was received by the state agency on [Date]
and was determined unacceptable. Since that time, the state agency had made several attempts at obtaining an acceptable
plan of correction. The following is a summary of those attempts:

[Provide Details]

If a laboratory fails to submit an acceptable plan of correction, and subsequent requests for an acceptable plan of
correction are unsuccessful, the Centers for Medicare & Medicaid Services (CMS) may cancel the laboratory’s’ approval
to receive Medicare payment for its services in accordance with 42 CFR Part 493.1842(a)(2)(ii). In addition, CMS may
consider the laboratory’s failure to comply with reasonable requests for information for purposes of 42 CFR
493.1840(a)(4) and may initiate a principal sanction, i.e., suspension, limitation, or revocation of the CLIA certificate, on
the basis of this failure.

Based on the failure of [Name of Laboratory] to submit an acceptable plan of correction, CMS will impose the following
sanctions:

[Example:

42 CFR 493.1842(a)(2)(ii) - Principal sanction: cancellation of [Name of Laboratory]'s approval to receive Medicare
payments for laboratory services effective [Date]. In addition, under section 1902(a)(9)(C) of the Social Security Act and 42
CFR 440.30(c), payment under the Medicaid program, Title XIX of the Social Security Act, will no longer be available to your
laboratory for any laboratory services performed on or after [Date]. You may submit written evidence or other information
against the cancellation of the laboratory’s approval to receive Medicare and Medicaid payments in accordance with 42 CFR
493.1842(b). The information must be received within 10 days of receipt of this notice.

42 CFR 493.1840(d)(2)(ii) - Principal sanction: suspension of your CLIA certificate, effective

[Date]. Under suspension, your laboratory may not legally perform patient laboratory testing. Your laboratory will be allowed to
remain in operation, and may perform other procedures (i.e., quality control, personnel recruitment, training, proficiency testing,
etc.).

42 CFR 493.1840(a)(4) - Principal sanction: revocation of your CLIA certificate, pending a decision from an
Administrative Law Judge, if an appeal is filed. Under revocation, the laboratory will be required to cease all operations.
Also, as required under 42 CFR 493.1840(a)(8), the present owner(s) and/or operator(s) of the [Name of Laboratory] will be
prohibited from owning or operating a laboratory for at least two years from the date of revocation. In accordance with 42 CFR




493.1850(a)(2), information regarding the revocation of your CLIA certificate, should this sanction be imposed, will appear in
the Laboratory Registry for the calendar year of your revocation.

CMS is required to notify the general public when principal sanctions are imposed. In addition, if the above mentioned sanctions
are imposed and your laboratory continues testing, please be informed that under 42 CFR 493.1806(e) and section 353(l) of the
Public Health Service Act, any individual who is convicted of intentionally violating any CLIA requirement may be imprisoned
or fined.

If you believe this determination is not correct, you may request a hearing before an administrative law judge of the
Department of Health and Human Services, Departmental Appeals Board. Procedures governing this process are set out
in regulations at 42 CFR 493.1844. A written request for hearing must be filed no later than 60 days from the date of
receipt of this letter.

You may submit a hearing request directly (accompanied by a copy of this letter) to:

Departmental Appeals Board
Civil Remedies Division
Attention: Oliver Potts
Cohen Building, Room G-644
330 Independence Ave, SW
Washington, D.C. 20201

For expedited handling, such a request may be made to:

[Name, Title, Division

Centers for Medicare & Medicaid Services

RO Address]
A request for hearing should identify the specific issues, and the findings of fact and conclusions of law with which you
disagree. It should also specify the basis for contending that the findings and conclusions are incorrect. You may be
represented by counsel at a hearing at your own expense. If no request for a hearing is received by [Date], your CLIA
certificate will be revoked [Date]. If a hearing is conducted and CMS’s determination is upheld, your laboratory may be
assessed a fee to cover the government’s costs related to the hearing, per 42 CFR 493.643(d)(2).

Please contact [Name] at [Phone/Email] with any questions concerning this letter.

Sincerely,

[Name/Title]
[Office Name]

cc: [List]



81. RO sanction proposal — subsequent unsuccessful PT #1.doc [05/20/06]
SA PT desk review finds subsequent unsuccessful — refers immediately to RO for sanction

IMPORTANT NOTICE — ACTION NECESSARY

Via facsimile to [xxx xxx-xxxx] and first class mail.
[TODAY'S DATE] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME] CLIA # [CLIA NUMBER]
[ADDRESS]

[CITY], [State] [ZIP]

RE: Proposed Sanctions Due to Subsequent Occurrence of Unsuccessful Participation in Proficiency Testing -
Imposition Notice to follow if Proposed Sanctions are Imposed

Dear Director and Owner(s):

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988 (CLIA),
Public Law 100-578, it must comply with all CLIA requirements. These requirements are found in section 353 of the
Public Health Service Act (42 U.S.C. 8263a) and 42 Code of Federal Regulations, Part 493 (42 C.F.R. Part 493).
Compliance with these regulations is a requirement for certification for the CLIA program.

Subpart H of 42 C.F.R Part 493 requires each laboratory certified to test specimens under the CLIA regulations to
successfully participate in an approved proficiency testing program. The CLIA regulations at 42 C.F.R. 8 493.2 define, as
set out in Subpart H, unsuccessful proficiency testing performance as failure to attain the minimum satisfactory score for
an analyte, test, subspecialty, or specialty for two consecutive or two out of three consecutive testing events.

Determination of Non-Compliance: Finding of Unsuccessful Participation in Proficiency Testing - Subsequent
Occurrence

Evidence obtained by the California Department of Health Services, Laboratory Field Services (the State agency) during a desk
review conducted on [Date of CMS-2567 for PT desk review] of proficiency testing results submitted to CLIA from your
laboratory’s proficiency testing program shows your laboratory has a repeat history of unsatisfactory proficiency testing
performance for the tests and events listed below which constitutes a subsequent occurrence of unsuccessful participation in
proficiency testing for these tests:

Testing Event PT Provider Test Score

[List unsatisfactory events.]

Based on the repeat proficiency testing failures listed above, your laboratory is not in compliance with three CLIA
Conditions. The enclosed Form CMS-2567, Statement of Deficiencies, specifically documents the laboratory’s failure to
meet the Condition-level requirements at:



D2016: 42 C.F.R. § 493.803 Condition: Successful participation [in proficiency testing];

D5200: 42 C.F.R. 8 493.1230 Condition: General laboratory systems; and
D6000: 42 C.F.R. § 493.1403 Condition: Laboratories performing moderate complexity testing; laboratory
director.

In addition, other standards were found to be not met.
Proposed Sanctions Based on Unsuccessful Participation in Proficiency Testing — Subsequent Occurrence

Pursuant to 42 C.F.R. 88 493.1804(b)(1)(ii), 493.1806(a), and 493.1840(a)(3), we propose to take sanction actions against
the laboratory’s CLIA certificate based on Condition-level non-compliance as evidenced by:

(1) The repeat history of proficiency testing failures in the subspecialty of [subspecialty name] for the analyte [Analyte
name], which constitutes a subsequent occurrence of unsuccessful participation in proficiency testing in the subspecialty
of [subspecialty name] for the analyte [Analyte name];

(2) The laboratory’s general quality assessment system’s failure to include a review of the effectiveness of corrective
actions taken to resolve problems, revise policies and procedures as necessary, and to discuss general laboratory systems
quality assessment reviews with the appropriate staff in order to prevent the recurrence of problems occurring with
proficiency testing failures for the analyte [Analyte name]; and

(3) The laboratory director’s failure to fulfill his responsibility for monitoring proficiency testing to ensure that the
laboratory is in compliance with the CLIA Condition of successful participation in proficiency testing.

We propose to take the following sanction actions against the laboratory’s CLIA certificate:

e 42 C.F.R. 88 493.803(b), 493.1804(b)(1)(ii), 493.1806, and 493.1840(a)(3) — Principal Sanction: Limitation of the
laboratory’s CLIA certificate for the analyte [Analyte name] for not less than six months effective [Limitation date].
When a laboratory’s CLIA certificate is limited in a specific analyte, the laboratory will not be permitted to perform
any patient testing in that analyte.’

The laboratory has sixty (60) days in which to appeal the determination to limit its certificate in the analyte [Analyte
name]. If the laboratory chooses not to file an appeal, limitation of its CLIA certificate in the analyte [Analyte name]
will become effective [Limitation date]. If a timely hearing request is received, limitation of the laboratory’s CLIA
certificate in the analyte [Analyte name] will be effective with the date of the administrative hearing decision, if our
determination of non-compliance is upheld.

As noted below, pursuant to 42 C.F.R. 8§ 493.1840(a)(4) and 493.1844(d)(2)(ii)(B), limitation of the laboratory’s
CLIA certificate will not be delayed even if a hearing is filed if the laboratory fails to comply with the terms of the
Directed Plan of Correction (see proposed sanction of a Directed Plan of Correction below).

e 42 C.F.R. 88 493.1804(b)(1)(ii), 493.1804(b)(2), 493.1806(c)(1), 493.1832, and 493.1844(h)(2) — Alternative
Sanction: Directed Plan of Correction effective [CMP effective date]. If this sanction is imposed, the laboratory is
directed to (1) address any actual or potential negative patient outcome during the period of unsuccessful proficiency

" The laboratory may continue to perform parallel testing on patient specimens in the analyte [Analyte name] if needed to implement corrective
actions, however, the laboratory may not report any patient test results in the analyte [Analyte name]during the period when its CLIA certificate
is limited in the analyte [Analyte name].



testing performance for the analyte [Analyte name] and submit acceptable evidence that this has been done within
ten (10) calendar days from the date of the notice of imposition; (2) demonstrate that the laboratory has established an
effective oversight mechanism to prevent recurrences of proficiency testing failure for all testing including testing in
the analyte [Analyte name] and submit acceptable evidence that such a mechanism has been implemented within ten
(10) calendar days from the date of the notice of imposition; and (3) demonstrate satisfactory performance in two
consecutive proficiency testing events for the analyte [Analyte name] before the limitation of the laboratory’s
certificate in the analyte [Analyte name] can be lifted. The laboratory may obtain the two consecutive proficiency
testing events from any proficiency testing program approved by CMS for the calendar year.

Acceptable evidence of correction to be submitted to meet the requirements of the Directed Plan of Correction must

include:

1) documentation showing what corrective action(s) have been taken for patients found to have been affected by the
deficient practice;

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

3) what measure has been put into place or what systemic changes have been made to ensure that the deficient
practice does not recur; and,

4) how the corrective action(s) are being monitored to ensure the deficient practice does not recur.

Please note that pursuant to 42 C.F.R. 88 493.1840(a)(4) and 493.1844(d)(2)(ii)(B), if the laboratory fails to comply
with the terms of the Directed Plan of Correction above, it will constitute failure to comply with a reasonable request
from CMS for information and work on materials necessary to determine continued eligibility for its CLIA certificate
or continued compliance with performance standards set by CMS, and will result in the limitation taking effect [Date
of notice + 15 days], regardless of whether a hearing is filed. In addition, pursuant to 42 C.F.R. § 493.1840(a)(7),
failure to comply with alternative sanctions is a basis for limitation, suspension, or revocation of any type of CLIA
certificate.

e 42 C.F.R. 88 493.1804(b)(1)(ii), 493.1804(b)(2), 493.1806(c)(3), 493.1810(d), 493.1814, 493.1834, and
493.1844(h)(2) — Alternative Sanction: Civil Money Penalty effective [CMP effective date]. If this sanction is
imposed, it will be in the amount of $3,000 per day of non-compliance until compliance is met or until the principal
sanction of Limitation of the laboratory’s CLIA Certificate in the analyte [Analyte name] (see proposed sanction of
Limitation of the laboratory’s certificate above) is imposed, whichever is earlier. If the laboratory does not appeal and the
limitation is effective on [Limitation effective date], the total Civil Money Penalty would be [total CMP amount]. You
are advised that if the laboratory requests a timely hearing, the Civil Money Penalty amount will not be collected but will
continue to run until the hearing decision is rendered.

In determining the amount of the penalty, CMS has taken into account the following factors: (1) the laboratory has a
history of proficiency testing failures in the analyte [Analyte name] for [list PT testing events]®; (2) CLIA records
show that the laboratory also had proficiency testing failures for the analytes of [Name of analytes which lab failed
in PT] for the [PT testing events]; (3) the laboratory director has failed to fulfill his responsibility for monitoring
proficiency testing to ensure that the laboratory is in compliance with the CLIA Condition of successful participation
in proficiency testing; (4) the failure in proficiency testing indicates a high potential for inaccurate patient test results
as proficiency testing samples are tested in the same manner as patient samples; and (5) the laboratory has failed to
have an effective quality assurance mechanism in place to ensure successful participation in proficiency testing and
thereby to ensure accurate and reliable patient test results.

8 We note that on [Date of SA desk review notice of 1% unsuccessful], the State agency notified your laboratory of a first occurrence of
unsuccessful participation in proficiency testing for the analyte of [Analyte name], based on unsatisfactory results for the [PT events]. Your
laboratory submitted an allegation of compliance and evidence of correction on [Date of AOC for 1** unsuccessful] which was deemed to be
acceptable. [List other SA desk review notifications of 1% unsuccessfuls if applicable.] The subsequent occurrence of unsuccessful
participation in PT indicates that the laboratory failed to either implement corrections as alleged or monitor for the effectiveness of its corrective
actions.



e 42 C.F.R. 88 493.1804(b)(1)(ii), 493.1804(b)(2), 493.1807(b), 493.1808(b), 493.1826, 493.1844(d)(1), and
493.1844(h)(2) — Medicare Alternative Sanction: Suspension of the laboratory’s approval to receive Medicare
payments for any services performed in the analyte [Analyte name] effective [Limitation date].

The laboratory must agree in writing (in return for not having its Medicare approval cancelled immediately) to not
charge Medicare beneficiaries or their private insurance carriers for the services for which Medicare payment is
suspended, i.e., in the analyte [Analyte name]. Failure to provide this written agreement will result in the cancellation
of the laboratory’s approval to receive Medicare payment for all laboratory services effective [Limitation date].

As a consequence of the suspension of the approval to receive Medicare for services performed in the analyte
[Analyte name], under section 1902(a)(9)(C) of the Social Security Act and 42 C.F.R. § 440.30(c), payment under
the Medicaid program, Title XIX of the Social Security Act, will also no longer be available to the laboratory for all
laboratory services performed in the analyte [Analyte name] effective [Limitation date]. See 42 C.F.R. § 440.2(b).
Pursuant to 42 C.F.R. § 493.807, the suspension period for Medicare and Medicaid approval for these services is for a
period of not less than six months.

Please be advised that the imposition of sanctions cannot be avoided by closure of your laboratory, discontinuation of testing,
voluntary withdrawal from the CLIA program, or changes in certificate to a lower level of testing.

Instructions for Sending in Your Response

The laboratory has ten (10) days from the date of this notice, or until [Notice date + 10 days], to submit in writing
any evidence or information as to why the proposed sanctions for a repeated/subsequent occurrence of
unsuccessful participation in proficiency testing for the analyte [Analyte name] and the Conditions for general
laboratory systems and laboratory director, moderate complexity, should not be imposed. If we do not receive a
timely submission or if we determine that the submission is unpersuasive, we will notify you in writing that we will
proceed to impose the above-referenced sanctions. We will provide information regarding the laboratory’s appeal rights
at that time.

All responses, including written evidence as to why the proposed sanctions for a subsequent occurrence of unsuccessful
participation in proficiency testing for the analyte [Analyte name] should not be imposed, as well as any future
correspondence, should be sent to:

[Name of RO Manager]

[Name of Branch]

[Name of Division]

[Centers for Medicare & Medicaid Services]
[Street address]

[City, State Zip]



If you have any questions regarding this letter, please contact [Staff name] of my staff at [telephone number].
Sincerely,

[Name/Title]
[Branch Name]
[Division Name]

Enclosure: Form CMS-2567, Statement of Deficiencies
cc: [State agency name]

[Director Name
Director Address at other than lab address] Via certified mail.



82. RO sanctions final — hearing dismissed #1.doc [05/20/06]
Lab withdrew hearing request — ALJ dismissed case — sanctions final, demand CMP

IMPORTANT NOTICE - PLEASE READ CAREFULLY

Via facsimile to [xxx xxx-xxxx] and first class mail.
[TODAY'S DATE] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME] CLIA # [CLIA NUMBER]
[ADDRESS]

[CITY], [State] [ZIP]

RE: SANCTIONS FINAL
Dear Director and Owner(s):

You were notified by letter dated [Date] of the imposition of sanctions against [Name of Laboratory]. You were advised that
the laboratory had sixty (60) days to appeal CMS’ determination. By letter dated [Date], the laboratory requested a hearing. This
request was forwarded to the Departmental Appeals Board (DAB) on [Date].

Subsequently, the laboratory withdrew the hearing request. Based on the withdrawal, the Administrative Law Judge (ALJ)
issued a dismissal order on [Date]. With the hearing dismissal, our sanction determination against the laboratory is final.

Accordingly, the Directed Portion of a Plan of Correction effectuated by our sanction imposition letter dated [Date] to submit to
this office a list of names and addresses of all physicians, providers, suppliers and other clients (including patients) who have
used some or all of the laboratory services from [Date] to the present date remains in effect. Cancellation of the laboratory’s
approval to receive Medicare and Medicaid payments effectuated [Date] also remains in effect. The Civil Money Penalty
totaling [CMP amount] as imposed by our letter dated [Date] is now final. The revocation of [Name of Laboratory’s] CLIA
certificate is effective [Date], the date the ALJ dismissed the case.

We have yet to receive the laboratory’s list as instructed by the Directed Portion of a Plan of Correction. We remind you that
this list may be used to advise the laboratory’s clients of the nature of the laboratory’s non-compliance and the nature and
effective dates of any sanction actions imposed against the laboratory.

As noted above, the Civil Money Penalty due is [CMP amount]. The Civil Money Penalty is due and payable on [Notice
date + 15 days]. Please note that interest is assessed, in accordance with the regulation at 42 C.F.R. § 493.1834(i), on the
unpaid balance of the penalty beginning on the due date of [Notice date + 15 days]. If the Civil Money Penalty is not
received by [Notice date + 15 days], interest will be assessed at the rate of [current interest rate] on the outstanding
balance for every 30-day period for which it remains unpaid.

Please remit the total due of [CMP amount] by [Notice date + 15 days]. Your check should be made out to “CMS
Laboratory Program.” To assure proper crediting of the payment, please be sure to include the Civil Money Penalty case
number [xxxx-xx-LAB-xxx] on the face of the check and remit to:

Centers for Medicare and Medicaid Services
Division of Premium Billing & Collections
Civil Money Penalty



P.O. Box 7520
Baltimore, MD 21207-0520

We are also requesting that a photocopy of the check be sent to:

[Name of RO Manager]

[Name of Branch]

[Name of Division]

[Centers for Medicare & Medicaid Services]
[Street address]

[City, State Zip]

Since the laboratory’s CLIA certificate has been revoked, the laboratory is required to cease all patient testing including
waived and provided performed microscopy testing and regardless of whether the laboratory charges for the testing.
Please be advised that any person who intentionally violates the mandates of CLIA shall be subject to imprisonment, or
fines, or both. See 42 U.S.C. 263a(l).

Due to the revocation of [Name of Laboratory]’s CLIA certificate, you, as the owner and the director of the laboratory at
the time it was found to be in non-compliance, are barred from owning, operating or directing any laboratory, in fact or
by proxy, for a period of two years from the date of the revocation, or until [Date]. See U.S.C. 263a(i)(3) and 42
C.F.R.1840(a)(8).

Any future application for CLIA certification in which you are involved as owner, operator or director must be sent
directly to this office. The laboratory you wish to own, operate or direct must submit to a survey and be found in
compliance with all applicable CLIA requirements prior to being certified to perform any testing in the future. You must
provide reasonable assurance that the deficient practices that resulted in the current sanction action will not recur before
we can reinstate you into the CLIA program as a laboratory owner, operator or director.

You are directed to provide us with the names, addresses, and CLIA numbers of all laboratories of which you are owner,
operator or director as of the revocation date of [Date]. In addition, you must take action immediately to remove yourself
from that position(s) and provide us evidence that this has been accomplished. Please complete, sign, and date the
enclosed attestation and return it along with evidence as referenced above to our office within 15 days from the date of
this notice, or by [Date]. If you do not own, operate, or direct any other laboratory, please so indicate on the attestation,
and sign, date, and return to our office by [Date].

As required by 42 U.S.C. 263(a)(n) and 42 C.F.R. 493.1850(a)(2), information regarding the sanctions imposed against
the laboratory’s CLIA certificate will appear in the Laboratory Registry for the calendar year of its revocation. A notice
of imposed sanctions will also be published in a local newspaper in your area. See 42 C.F.R. 493.1844(g)(1). [Add
following sentence if applicable: In addition, we will notify the Office of Inspector General that the laboratory engaged
in improper proficiency testing referral activities, as required by the regulation at 42 C.F.R. 493.1840(f).]



If you have any questions regarding this letter, please contact [Staff name] of my staff at [telephone number].
Sincerely,
[Name/Title]
[Branch Name]
[Division Name]
Enclosures: Director Attestation

Owner Attestation (S)

cc: [State agency name]



83. RO sanctions final — hearing upheld #1.doc (Orig 05/20/06)
ALJ upheld CMS sanction determination — sanctions final, demand CMP

IMPORTANT NOTICE - PLEASE READ CAREFULLY

Via facsimile to [xxx xxx-xxxx] and first class mail.
[TODAY'S DATE] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)

[NAME], M.D., Director/Owner

[LAB NAME] CLIA # [CLIA NUMBER]
[ADDRESS]

[CITY], [State] [ZIP]

RE: SANCTIONS FINAL

Dear Director/Owner:

You were notified by letter dated [Date] of the imposition of sanctions against [Name of Laboratory]. You were advised that the
laboratory had sixty (60) days to appeal CMS’ determination. By letter dated [Date], the laboratory requested a hearing. This request
was forwarded to the Departmental Appeals Board (DAB) on [Date]. The Administrative Law Judge (ALJ) issued a written decision
on [Date] upholding CMS’ sanction determination against [Name of Laboratory], including revocation of its CLIA certificate.

Accordingly, the sanction action against [Name of Laboratory] is final. The following sanctions as imposed by our letter dated [Date
of sanction imposition notice] remain in effect: Directed Plan of Correction effective [Date] to submit to this office 1) evidence that
the laboratory has addressed actual or potential negative patient outcome for the period of the cited deficiencies and 2) a list of
names and addresses of all physicians, providers, suppliers and other clients (including patients) who have used some or all of the
laboratory services from [Date of prior survey or other ate as appropriate] to the present date; cancellation of the laboratory’s
approval to receive Medicare and Medicaid payments effectuated [Date]. The Civil Money Penalty totaling [CMP amount] as
imposed by our letter dated [Date] is now final. The revocation of [Name of Laboratory]’s CLIA certificate is effective [Date], the
date of the ALJ decision.

We have yet to receive the laboratory’s list as instructed by the Directed Portion of a Plan of Correction. We remind you that this list
may be used to advise the laboratory’s clients of the nature of the laboratory’s non-compliance and the nature and effective dates of
any sanction actions imposed against the laboratory.

As noted above, the Civil Money Penalty due is [CMP amount]. The Civil Money Penalty is due and payable on [Date]. Please note
that interest is assessed, in accordance with the regulation at 42 C.F.R. § 493.1834(i), on the unpaid balance of the penalty beginning
on the due date of [Date]. If the Civil Money Penalty is not received by [Date], interest will be assessed at the rate of [current interest
rate] on the outstanding balance for every 30-day period for which it remains unpaid.

Please remit the total due of [CMP amount] by [Date]. Your check should be made out to “CMS Laboratory Program.” To assure
proper crediting of the payment, please be sure to include the Civil Money Penalty case number [xxxx-xx-LAB-xxx] on the face of
the check and remit to:

Centers for Medicare and Medicaid Services
Division of Premium Billing & Collections
Civil Money Penalty

P.O. Box 7520

Baltimore, MD 21207-0520

We are also requesting that a copy of the check be sent to:



[Name of RO Manager]

[Name of Branch]

[Name of Division]

[Centers for Medicare & Medicaid Services]
[Street address]

[City, State Zip]

Since the laboratory’s CLIA certificate has been revoked, the laboratory is required to cease all patient testing including
waived and provided performed microscopy testing and regardless of whether the laboratory charges for the testing.
Please be advised that any person who intentionally violates the mandates of CLIA shall be subject to imprisonment, or
fines, or both. See 42 U.S.C. 263a(l).

Due to the revocation of [Name of Laboratory]’s CLIA certificate, you, as the owner and the director of the laboratory at
the time it was found to be in non-compliance, are prohibited from owning, operating or directing any laboratory, in fact
or by proxy, for a period of two years from the date of the revocation, or until [Date]. See U.S.C. 263a(i)(3) and 42
C.F.R.1840(a)(8).

Any future application for CLIA certification in which you are involved as owner, operator or director must be
sent directly to this office. The laboratory you wish to own, operate or direct must submit to a survey and be found
in compliance with all applicable CLIA requirements prior to being certified to perform any testing in the future.
You must provide reasonable assurance that the deficient practices that resulted in the current sanction action will
not recur before we can reinstate you into the CLIA program as a laboratory owner, operator or director.

You are directed to provide us with the names, addresses, and CLIA numbers of all laboratories of which you are owner,
operator or director as of the revocation date of [Date]. In addition, you must take action immediately to remove yourself
from that position(s) and provide us evidence that this has been accomplished. Please complete, sign, and date the
enclosed attestation and return it along with evidence as referenced above to our office within 15 days from the date of
this notice, or by [Date]. If you do not own, operate, or direct any other laboratory, please so indicate on the attestation,
and sign, date, and return to our office by [Date].

As required by 42 U.S.C. 263(a)(n) and 42 C.F.R. 493.1850(a)(2), information regarding the sanctions imposed against
the laboratory’s CLIA certificate will appear in the Laboratory Registry for the calendar year of its revocation. A notice
of imposed sanctions will also be published in a local newspaper in your area. See 42 C.F.R. 493.1844(g)(1). ). [Add
following sentence if applicable: In addition, we will notify the Office of Inspector General that the laboratory engaged
in improper proficiency testing referral activities, as required by the regulation at 42 C.F.R. 493.1840(f).]

If you have any questions regarding this letter, please contact [Staff name] of my staff at [telephone number].
Sincerely,

[Name/Title]
[Branch Name]
[Division Name]

Enclosures: Attestation

cc: [State agency name]



84. RO sanctions final — 1J #1.doc (Orig 05/20/06)
ALJ upheld CMS sanction determination — sanctions final, demand CMP under separate cover

IMPORTANT NOTICE - ACTION NECESSARY

Via facsimile to [Phone] and first class mail.
[DATE] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)

[Owner/Director]

[Lab Name] CLIA Number:
[Address]

[City, State, Zip code]

RE: Sanctions Final
Dear Director and Owner:

[Name of Laboratory] requested a hearing to appeal CMS' sanction action against its CLIA certificate. CMS' action was based
on the finding of Condition-level non-compliance that resulted in the determination of immediate jeopardy to patient health and
safety. The Administrative Law Judge (ALJ) issued a written hearing decision on [date] upholding CMS' sanction
determination against [Name of Laboratory], including revocation of its CLIA certificate.

Accordingly, the sanction action against [Name of Laboratory] is final. The following sanctions as imposed by our letter dated
[Date] remain in effect: Civil Money Penalty in the amount of $10,000 per day for [Date] through [Date] for a total of [CMP
total amount]; Directed Portion of a Plan of Correction effective [Date], cancellation of Medicare and Medicaid payments
effective [Date] and suspension of the laboratory's CLIA certificate effective [Date]. In addition, we have revoked [Name of
Laboratory]’s CLIA certificate effective [Date], the date of the ALJ decision. See 42 C.F.R. § 493.1844.

Please note that instructions for payment of the Civil Money Penalty will be sent to the owner(s) under separate cover.

Since the laboratory's CLIA certificate is revoked, your laboratory is required to cease all patient testing including waived and
provider performed microscopy (PPMP) testing and regardless of whether the laboratory charges for such testing. Please be
advised that any person who intentionally violates the mandates of CLIA shall be subject to imprisonment or fines, or both. See
42 U.S.C. § 263a(l).

You are reminded that 42 U.S.C. § 263a(i)(3) and 42 C.F.R. 8 493.1840(a)(8) prohibit the owner(s) and operator(s)
(including director - see 42 C.F.R. § 493.2) of a revoked laboratory from owning or operating (or directing) any
laboratory for at least two years from the date of the revocation. Pursuant to the ALJ decision, the two-year prohibition
runs from the date of the revocation of the laboratory’s CLIA, which is effective with the date of the ALJ decision, or
[Date].You are therefore [both or all] prohibited from owning, operating or directing a laboratory until at least [Date]. If
[either or any] of you violates this prohibition by owning, operating or directing any laboratory, in fact or by proxy,
during the prohibition period, CMS will take action to revoke the CLIA certificate of such laboratory pursuant to 42
C.F.R. 88 493.1840(a)(1), 493.1840(a)(6), and 493.1840(a)(8). In addition, the violation will be referred to the Office of
Inspector General for investigation and prosecution pursuant to 42 C.F.R. § 493.1840(f).

You are advised that after the prohibition period ends, if [either or any] of you should seek reinstatement into the CLIA
program as owner, operator or director of any laboratory, you must first apply for reinstatement directly to the CMS
Regional Office and the laboratory for which you seek to own, operate or direct must submit to a survey by CMS or the



State agency and be found in compliance with all applicable CLIA requirements, even if your request for reinstatement
involves only a certificate of waiver or a certificate of PPMP. Before we can permit [either or any] of you to be
reinstated into the CLIA program, you will need to provide CMS sufficient assurance that the violations of CLIA that led
to the current sanction action will not recur.

. As you were previously notified, pursuant to 42 U.S.C. § 263a(n) and 42 C.F.R. § 493.1850(a)(2), information
regarding the sanctions against the laboratory's CLIA certificate will appear in the Laboratory Registry for the
calendar year in which the sanctions are imposed. In addition, pursuant to 42 C.F.R. § 493.1844(g)(1), we will notify
the general public by means of a notice published in a local newspaper.

You are [both or all] directed to provide us with the names, addresses and CLIA numbers of all laboratories of
which you are currently owner, operator or director as of the revocation date of [Date]. In addition, you must
[both or all] take immediate action to remove yourselves from those positions and provide us evidence that this has
been done. You are [both or all] directed to complete, sign and date the respective attestations enclosed and return
it along with such evidence to our office within 15 days of the date of this notice, or by [Date].

° If you have any questions regarding this notice, please call [Staff name] of my staff at [telephone number].
Sincerely,
[Name/Title]

[Branch Name]
[Division Name]

Enclosures: Director Attestation
Owner Attestation

cc: [Director name] Via certified mail, return receipt #
[Address]
[City, State, Zip Code]

[State Agency Name]



85. RO sanctions final — standards out — POC unacceptable #1.doc [05/20/06]
No hearing request — sanctions final

IMPORTANT NOTICE - ACTION NECESSARY

Via facsimile to [xxx xxx-xxxx] and first class mail.
[TODAY'S DATE] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)

[NAME], M.D., Director/Owner

[LAB NAME] CLIA # [CLIA NUMBER]
[ADDRESS]

[CITY], [State] [ZIP]

RE: SANCTIONS FINAL
Dear Director/Owner:

You were notified by letter dated [Date] of the imposition of sanctions against [Name of Laboratory]. You were advised
that the laboratory had sixty (60) days to appeal CMS’ determination. The appeal period expired on [Date] and we did
not receive a request for appeal.

Accordingly, the sanction action against [Name of laboratory] is final. Cancellation of the laboratory’s approval to
receive Medicare and Medicaid payments effectuated [Date] remains in effect. The revocation of [Name of
Laboratory’s] CLIA certificate is effective [Date], the date the appeal period expired.

Since the laboratory’s CLIA certificate has been revoked, the laboratory is required to cease all patient testing including
waived and provided performed microscopy testing and regardless of whether the laboratory charges for the testing.
Please be advised that any person who intentionally violates the mandates of CLIA shall be subject to imprisonment, or
fines, or both. See 42 U.S.C. 263a(l).

Due to the revocation of [Name of Laboratory]’s CLIA certificate, you, as the owner and the director of the laboratory at
the time it was found to be in non-compliance, are barred from owning, operating or directing any laboratory, in fact or
by proxy, for a period of two years from the date of the revocation, or until [Revocation date + 2 years]. See U.S.C.
263a(i)(3) and 42 C.F.R.1840(a)(8).

Any future application for CLIA certification in which you are involved as owner, operator or director must be sent
directly to this office. The laboratory you wish to own, operate or direct must submit to a survey and be found in
compliance with all applicable CLIA requirements prior to being certified to perform any testing in the future. You must
provide reasonable assurance that the deficient practices that resulted in the current sanction action will not recur before
we can reinstate you into the CLIA program as a laboratory owner, operator or director.

You are directed to provide us with the names, addresses, and CLIA numbers of all laboratories of which you are owner,
operator or director as of the revocation date of [Revocation date]. In addition, you must take action immediately to
remove yourself from that position(s) and provide us evidence that this has been accomplished. Please complete, sign,
and date the enclosed attestation and return it along with evidence as referenced above to our office within 15 days from
the date of this notice, or by [Notice date + 15 days]. If you do not own, operate, or direct any other laboratory, please so
indicate on the attestation, and sign, date, and return to our office by [Notice date + 15 days].



As required by 42 U.S.C. 263(a)(n) and 42 C.F.R. 493.1850(a)(2), information regarding the sanctions imposed against
the laboratory’s CLIA certificate will appear in the Laboratory Registry for the calendar year of its revocation. A notice
of imposed sanctions will also be published in a local newspaper in your area. See 42 C.F.R. 493.1844(g)(1).

If you have any questions regarding this letter, please contact [Staff name] of my staff at [telephone number].
Sincerely,

[Name/Title]
[Branch Name]
[Division Name]

Enclosures: Attestation

cc: [State agency name]



86. RO sanctions final — standards out — POC unacceptable #2.doc [05/20/06]
No hearing request — sanctions final

[Date]

[Name of Laboratory]
[Attn: Name]
[Address]

[CLIA Number]
Dear [Name]:

As set forth at 8353(i) of the Public Health Service Act, 42 U.S.C. §263a and the provisions of 42 CFR, Part 493, Subpart
R, the Clinical Laboratory Improvement Amendments of 1988 (CLIA), a laboratory's CLIA certificate may be suspended,
limited, or revoked. Regulations at 42 C.F.R. 8493.1840(a)(4) explain the Centers for Medicare and Medicaid Services'
(CMS) authority to impose sanctions based on a laboratory’s failure to comply with reasonable requests by the for
information.

This is to inform you that the CLIA Certificate of Compliance for [Name of Laboratory] has been revoked
effective [Date]. The revocation was due to [Name of Laboratory]'s failure to provide a plan of correction and failure to
comply with reasonable requests by CMS or its agent for information necessary to determine CLIA compliance with
performance standards set by CMS. In addition, your laboratory failed to exercise its appeal rights. The appeal period
expired [Date] and your laboratory did not submit a request for hearing.

Based on your laboratory’s failure to provide a plan of correction for the recertification survey of [Date], and failure to
comply with reasonable requests by CMS or its agents for information necessary to determine the laboratory’s continued
compliance with CLIA performance standards, CMS has imposed the following sanctions against your laboratory, under
the authority of 42 C.F.R. §493.1816(a) and 42 C.F.R. §1840(a)(4):

[Example:

42 C.F.R. §493.1816(b)(2); 42 C.F.R.8493.1840(a)(4),and 42 C.F.R. §493.1840(d)(2)(ii) - Principal Sanction:
Suspension of your laboratory’s CLIA certificate, [Date].

42 C.F.R. 8493.1842(a)(2)(ii) — Principal Sanction: Cancellation of your laboratory’s approval to receive
Medicare payments for its services performed on or after [Date]. 42 C.F.R. 8440.30(c) and section 1902(a)(9)(C);
cancellation of your approval to receive Medicaid payments effective [Date].

[Provide Details. Example:

The [Name of State Agency] (state agency) conducted a CLIA recertification survey on [Date]. Based on the findings of
that survey, it was determined that your laboratory was in compliance with all of the CLIA Conditions, but standard-level
deficiencies were found to be not met. On [Date], the state agency sent a letter with the standard-level deficiencies on
CMS 2567 form, requesting a plan of correction. A plan of correction was received on [Date], however the plan of
correction was found to be not acceptable.

The state agency also tried to contact your facility on the following dates: [Dates]. You failed to provide the requested
information. On [Date], this office sent you a letter again requesting a plan of correction to the [Date] survey standard-



level deficiencies and also informed you of the sanctions that would be imposed if you failed to provide the requested
information. You failed to provide the information. ]

Under revocation, your laboratory is required to cease all operations. Also under revocation, 42 CFR 8493.1840(a)(8),
prohibits the present owner(s) and/or operator(s) from owning or operating a laboratory for at least two years from the
date of revocation. In accordance with 42 CFR 8493.1850(a)(2), information regarding the revocation of your CLIA
certificate will appear in the Laboratory Registry for the calendar year of revocation.

Please contact [Name] at [Phone/Email] with any questions concerning this letter.

Sincerely,

[Name/Title]
[Office Name]

cc: [List]



87. RO sanctions final — subsequent unsuccessful PT #1.doc [05/20/06]
Appeal period expired, lab does not file an appeal — sanctions final

IMPORTANT NOTICE - PLEASE READ CAREFULLY

Via facsimile to [xxx xxx-xxxx] and first class mail.
[TODAY'S DATE] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)
[NAME], M.D., Director/Owner
[LAB NAME] CLIA # [CLIA NUMBER]
[ADDRESS]
[CITY], [State] [ZIP]

RE: SANCTIONS FINAL — CMP CASE NUMBER [CMPS case number]
Dear Director/Owner:

By letter dated [Date of sanction imposition notice], we imposed sanctions against [Name of Laboratory] as a result of
a subsequent occurrence of unsuccessful participation in proficiency testing for the analyte [Name of analyte]. We
notified your laboratory that it had 60 days, or until [Date of sanction imposition notice + 60 days], to appeal the
imposition of sanctions. The appeal period has ended and we did not receive an appeal request from you.

Accordingly, the sanction action against [Name of Laboratory] is final. The following sanctions as imposed by our letter
dated [Date of sanction imposition notice] remain in effect: Limitation of the laboratory’s CLIA certificate for the
analyte of [Name of analyte] for not less than six months effective [Limitation date]; a Directed Plan of Correction
effective [Limitation date]; a Civil Money Penalty effective [CMP effective date] in the amount of $3,000 per day of
non-compliance (i.e., with the Directed Plan of Correction) or until the principal sanction of Limitation of the laboratory’s
CLIA certificate in the analyte of [Name of analyte] goes into effect, for a total of [Total CMP amount]; and
Suspension of the laboratory’s approval to receive Medicare and Medicaid payments for laboratory services performed in
the analyte of [Name of analyte] effective [Limitation date].

Based on your laboratory’s submissions subsequent to our sanction proposal notice, we have determined that your
laboratory has complied with parts 1 and 2 of the Directed Plan of Correction and has yet to comply with part 3, i.e.,
demonstrate satisfactory PT performance in two consecutive proficiency testing events for the test [Name of analyte]
before the laboratory can resume testing for [Name of analyte]). In addition, we acknowledge receipt of the signed
agreement from the laboratory that, in return for not having its Medicare approval cancelled immediately, it will not
charge Medicare beneficiaries or their private insurance carriers for the services for which Medicare payment is
suspended, i.e., in the analyte of [Name of analyte].

The Civil Money Penalty is due and payable on [Notice date + 15 days]. Please note that interest is assessed, in
accordance with the regulation at 42 C.F.R. 8 493.1834(i), on the unpaid balance of the penalty beginning on the due date
of [Notice date + 15 days]. If the Civil Money Penalty is not received by [Notice date + 15 days], interest will be
assessed at the rate of [current interest rate] on the outstanding balance for every 30-day period for which it remains
unpaid.

Please remit the total due of [CMP amount] by [Notice date + 15 days]. Your check should be made out to “CMS
Laboratory Program.” To assure proper crediting of the payment, please be sure to include the Civil Money Penalty case
number [xxxx-xx-LAB-xxx] on the face of the check and remit to:

Centers for Medicare and Medicaid Services



Division of Premium Billing & Collections
Civil Money Penalty

P.O. Box 7520

Baltimore, MD 21207-0520

We are also requesting that a copy of the check be sent to:

[Name of RO Manager]

[Name of Branch]

[Name of Division]

[Centers for Medicare & Medicaid Services]
[Street address]

[City, State Zip]

We caution the laboratory to maintain compliance with the CLIA requirements for successful participation in proficiency
testing. Any future repeat proficiency testing failures would be basis for immediate sanction action to limit, suspend, or
revoke the laboratory’s CLIA certificate.

After the limitation period of six months, i.e., after [Limitation date + 6 months], if the laboratory wishes to resume
testing for the analyte [Name of analyte], the laboratory must contact CMS to apply for reinstatement. The laboratory
will be requested to submit written evidence that Part 3 of the directed plan of correction has been met and CMS will
determine at that time whether an on-site survey is needed to determine whether compliance was sustained prior to
reinstatement.

If you have any questions regarding this letter, please contact [Staff name] of my staff at [telephone number].
Sincerely,

[Name/Title]
[Branch Name]
[Division Name]

cc: [State agency name]



88. RO terminate CLIA certificate — fail to meet state requirements #1.doc [05/20/06]
RO natification to lab of termination due to state requirements not met

IMPORTANT NOTICE - PLEASE READ CAREFULLY

Via facsimile to [xxx xxx-xxxx] and first class mail.
[TODAY'S DATE] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME] CLIA number: [CLIA number]
[ADDRESS]

[CITY], [State] [ZIP]

RE: Termination of CLIA Number — Cease All Patient Testing Immediately
Dear Director and Owner(s):

CLIA records show that the above CLIA number was issued to [Name of Laboratory] effective [Date] based on a signed
application dated [Date]. We have determined this CLIA number was issued to [Name of Laboratory] was in error as it has
failed to meet all necessary requirements.

CLIA regulations at 42 C.F.R. 493.1101(c) require that a laboratory be in compliance with applicable Federal, State and local
laboratory requirements. [Name of State] law requires that in order to legally perform any testing on [Name of State] patient
specimens, a laboratory must be licensed under the State’s laboratory licensure program.

Medicare records indicate that your laboratory is performing and billing for patient testing. We have also been informed by the
State Agency Name that [Name of Laboratory] is not licensed in [Name of State] to perform patient testing.

Accordingly, CMS is taking action to terminate your laboratory's CLIA certification. [Name of Laboratory] is directed to
cease all patient testing immediately. You are also directed to return to the [Name] Regional Office at the address below the
CLIA certificate that was issued erroneously for the period [Date].

In order to resume testing, your laboratory must reapply for a CLIA certificate when it can show evidence that it has met the
necessary State licensure requirements. Your lab must pay the appropriate CLIA fees and be surveyed for compliance with all
CLIA requirements prior to resuming patient testing.

You are advised that under 42 U.S.C. 263a(l), any person who intentionally violates the requirements of CLIA or its
regulations shall be imprisoned or fined, or both.

If you have any questions regarding this letter, please contact [Staff name] of my staff at [telephone number].
Sincerely,

[Name/Title]

[Branch Name]

[Division Name]
cc: [State agency name]



89. RO terminate CLIA certificate — lab not operational #1.doc [05/20/06]
RO natification to lab of termination — lab not operational

IMPORTANT NOTICE - PLEASE READ CAREFULLY

Via facsimile to [xxx xxx-xxxx] and first class mail.
[TODAY'S DATE] (Confirmation of successful transmission of facsimile
constitutes proof of receipt.)

[DIRECTOR NAME], M.D., Director
[OWNER NAME], Owner(s)

[LAB NAME] CLIA number: [CLIA number]
[ADDRESS]

[CITY], [State] [ZIP]

RE: Termination of CLIA Number — Laboratory not Operational
Dear Director and Owner(s):

CLIA records show that the above CLIA number was issued to [Name of Laboratory] effective [Date] for the period [Begin
date to end date of certificate].

We have received information that [Name of Laboratory] is no longer operating in the location at [Address of lab]. We
called the telephone number of record and were advised that it was not the number for [Name of Laboratory]. Our records do
not indicate that your laboratory has reported a change of address.

As evidence indicates that your laboratory is no longer operational, this letter serves as advance notice that we will take action
on [Date of this notice + 10 days] to terminate [Name of Laboratory]’s CLIA certificate. If we do not hear from you by then,
we will terminate your laboratory’s CLIA certificate effective [Date], the date we were informed that the laboratory vacated
the above location. You are also directed to return to the San Francisco Regional Office at the address below the CLIA
certificate of [certificate type] that was issued for the period [Begin date to end date of certificate].

Once your laboratory’s CLIA certificate is terminated, your laboratory may no longer perform patient testing. Please be
advised that no person may perform laboratory examinations or other procedures on materials derived from the human body
unless there is in effect a certificate issued by the Secretary of the Health and Human Services applicable to the category of
examinations or procedures which includes such examination or procedure. See 42 U.S.C. 263a(b). Please also be advised
that any person who intentionally violates the mandates of CLIA shall be subject to imprisonment, or fines, or both. See 42
U.S.C. 263(a)(1).

If you have any questions regarding this letter, please contact [Staff name] of my staff at [telephone number].
Sincerely,

[Name/Title]

[Branch Name]

[Division Name]
cc: [State agency name]
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	RO notifies facility to cease LBA testing till CLIA certified 

	  
	 
	57. RO sanction – attestation for director #1.doc [05/19/06] 
	Sanctions final - request attestation from director 
	  
	ATTESTATION 
	Director Name       Date 
	 
	58. RO sanction – attestation for owner #1.doc [05/19/06] 
	Sanctions final - request attestation from owner 
	  
	ATTESTATION 
	Owner Name       Date 
	IMPORTANT NOTICE  – PLEASE READ CAREFULLY 
	 64. RO sanction – public notice request #1.doc  [05/19/06] 
	Sanctions final - request newspaper publication of public notice 
	65. RO sanction – public notice request #2.doc  [05/19/06] 
	Sanctions final - request newspaper publication of public notice 
	ADVERTISING ORDER 
	Date:  [Date] 

	 
	Lab agreement to not charge Medicare beneficiaries or other insurance carriers for lab services for analyte/subspecialty/specialty for which Medicare payment is suspended 
	 67. RO sanction imposition – Conditions out – AOC not credible #1.doc [05/20/06] 
	IMPORTANT NOTICE – PLEASE READ CAREFULLY 
	 
	[Date] 
	IMPORTANT NOTICE – READ CAREFULLY 

	 69. RO sanction imposition – IJ #1.doc [05/20/06] 
	IMPORTANT NOTICE – PLEASE READ CAREFULLY 
	 70. RO sanction imposition – improper PT referral #1.doc  [05/20/06] 
	IMPORTANT NOTICE – PLEASE READ CAREFULLY 


	Standards out – response to sanction proposal notice not acceptable – sanctions imposed 
	IMPORTANT NOTICE – PLEASE READ CAREFULLY 
	IMPORTANT NOTICE – ACTION NECESSARY 

	  
	 
	73. RO sanction proposal – Conditions out – AOC not credible #1.doc [05/20/06] 

	Conditions out – AOC not credible, SA referred to RO for sanction 
	Instructions for sending in Your Response 

	In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), Public Law 100-578, and bill for services provided to Medicare beneficiaries or Medicaid recipients under Title XVIII and XIX of the Social Security Act, it must comply with all CLIA Requirements (42 CFR 493). 
	 
	 
	You must indicate acceptable corrective action for each deficiency cited on the enclosed CMS-2567, Statement of Deficiencies, using the Provider Plan of Correction column. Indicate the appropriate completion dates on the right side of the form, keying your responses to the deficiencies on the left. In addition, you must provide acceptable evidence that the corrective actions have been implemented.   
	 
	Acceptable evidence of correction must include: 
	 
	  
	 
	75. RO sanction proposal IJ #1.doc [05/20/06] 

	IJ not removed, SA referred to RO for sanction 
	SA finds IJ – refers immediately to RO for sanction 
	 78. RO sanction proposal – improper PT referral.doc  [05/20/06] 
	IMPORTANT NOTICE – PLEASE READ CAREFULLY 


	Standards out – POC unacceptable, SA referred to RO for sanction 
	IMPORTANT NOTICE – PLEASE READ CAREFULLY 
	Instructions for sending in Your Response 


	Standards out – POC unacceptable, SA referred to RO for sanction 
	In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), Public Law 100-578, and bill for services provided to Medicare beneficiaries or Medicaid recipients under Titles XVIII and XIX of the Social Security Act, it must comply with all CLIA Requirements (42 CFR 493).  
	CMS is required to notify the general public when principal sanctions are imposed. In addition, if the above mentioned sanctions are imposed and your laboratory continues testing, please be informed that under 42 CFR 493.1806(e) and section 353(l) of the Public Health Service Act, any individual who is convicted of intentionally violating any CLIA requirement may be imprisoned or fined.  
	IMPORTANT NOTICE – ACTION NECESSARY 
	 82. RO sanctions final – hearing dismissed #1.doc  [05/20/06] 
	IMPORTANT NOTICE – PLEASE READ CAREFULLY 
	 83. RO sanctions final – hearing upheld #1.doc  (Orig 05/20/06) 
	IMPORTANT NOTICE – PLEASE READ CAREFULLY 
	IMPORTANT NOTICE – ACTION NECESSARY 


	   
	IMPORTANT NOTICE – PLEASE READ CAREFULLY 
	 88. RO terminate CLIA certificate – fail to meet state requirements #1.doc [05/20/06] 
	IMPORTANT NOTICE – PLEASE READ CAREFULLY 
	  
	 
	89. RO terminate CLIA certificate – lab not operational #1.doc [05/20/06] 
	IMPORTANT NOTICE – PLEASE READ CAREFULLY 




