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(2) The laboratory must pay the costs 
of onsite monitoring by the State sur-
vey agency. 

(i) The costs are computed by multi-
plying the number of hours of onsite 
monitoring in the laboratory by the 
hourly rate negotiated by CMS and the 
State. 

(ii) The hourly rate includes salary, 
fringe benefits, travel, and other direct 
and indirect costs approved by CMS. 

(b) Procedures. Before imposing this 
sanction, CMS provides notice of sanc-
tion and opportunity to respond in ac-
cordance with § 493.1810. 

(c) Duration of sanction. (1) If CMS 
imposes onsite monitoring, the sanc-
tion continues until CMS determines 
that the laboratory has the capability 
to ensure compliance with all condi-
tion level requirements. 

(2) If the laboratory does not correct 
all deficiencies within 12 months, and a 
revisit indicates that deficiencies re-
main, CMS cancels the laboratory’s ap-
proval for Medicare payment for its 
services and notifies the laboratory of 
its intent to suspend, limit, or revoke 
the laboratory’s certificate of compli-
ance, registration certificate, certifi-
cate of accreditation, or certificate for 
PPM procedures. 

(3) If the laboratory still does not 
correct its deficiencies, the Medicare 
sanction continues until the suspen-
sion, limitation, or revocation of the 
laboratory’s certificate of compliance, 
registration certificate, certificate of 
accreditation, or certificate for PPM 
procedures is effective. 

[57 FR 7237, Feb. 28, 1992, as amended at 60 

FR 20051, Apr. 24, 1995] 

§ 493.1838 Training and technical as-
sistance for unsuccessful participa-
tion in proficiency testing. 

If a laboratory’s participation in pro-
ficiency testing is unsuccessful, CMS 
may require the laboratory to under-
take training of its personnel, or to ob-
tain necessary technical assistance, or 
both, in order to meet the require-
ments of the proficiency testing pro-
gram. This requirement is separate 
from the principal and alternative 
sanctions set forth in §§ 493.1806 and 
493.1807. 

§ 493.1840 Suspension, limitation, or 
revocation of any type of CLIA cer-
tificate. 

(a) Adverse action based on actions of 
the laboratory’s owner, operator or em-
ployees. CMS may initiate adverse ac-
tion to suspend, limit or revoke any 
CLIA certificate if CMS finds that a 
laboratory’s owner or operator or one 
of its employees has— 

(1) Been guilty of misrepresentation 
in obtaining a CLIA certificate; 

(2) Performed, or represented the lab-
oratory as entitled to perform, a lab-
oratory examination or other proce-
dure that is not within a category of 
laboratory examinations or other pro-
cedures authorized by its CLIA certifi-
cate; 

(3) Failed to comply with the certifi-
cate requirements and performance 
standards; 

(4) Failed to comply with reasonable 
requests by CMS for any information 
or work on materials that CMS con-
cludes is necessary to determine the 
laboratory’s continued eligibility for 
its CLIA certificate or continued com-
pliance with performance standards set 
by CMS; 

(5) Refused a reasonable request by 
CMS or its agent for permission to in-
spect the laboratory and its operation 
and pertinent records during the hours 
that the laboratory is in operation; 

(6) Violated or aided and abetted in 
the violation of any provisions of CLIA 
and its implementing regulations; 

(7) Failed to comply with an alter-
native sanction imposed under this 
subpart; or 

(8) Within the preceding two-year pe-
riod, owned or operated a laboratory 
that had its CLIA certificate revoked. 
(This provision applies only to the 
owner or operator, not to all of the lab-
oratory’s employees.) 

(b) Adverse action based on improper re-
ferrals in proficiency testing. If CMS de-
termines that a laboratory has inten-
tionally referred its proficiency testing 
samples to another laboratory for anal-
ysis, CMS does one of the following: 

(1)(i) Revokes the laboratory’s CLIA 
certificate for at least 1 year, prohibits 
the owner and operator from owning or 
operating a CLIA-certified laboratory 
for at least 1 year, and may impose a 
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civil money penalty in accordance with 
§ 493.1834(d), if CMS determines that— 

(A) A proficiency testing referral is a 
repeat proficiency testing referral as 
defined at § 493.2; or 

(B) On or before the proficiency test-
ing event close date, a laboratory re-
ported proficiency testing results ob-
tained from another laboratory to the 
proficiency testing program. 

(ii) Following the revocation of a 
CLIA certificate in accordance with 
paragraph (b)(1)(i) of this section, CMS 
may exempt a laboratory owner from 
the generally applicable prohibition on 
owning or operating a CLIA-certified 
laboratory under paragraph (a)(8) of 
this section on a laboratory-by-labora-
tory basis if CMS finds, after review of 
the relevant facts and circumstances, 
that there is no evidence that— 

(A) Patients would be put at risk as 
a result of the owner being exempted 
from the ban on a laboratory-by-lab-
oratory basis; 

(B) The laboratory for which the 
owner is to be exempted from the gen-
eral ownership ban participated in or 
was otherwise complicit in the PT re-
ferral of the laboratory that resulted in 
the revocation; and 

(C) The laboratory for which the 
owner is to be exempted from the gen-
eral ownership ban received a PT sam-
ple from another laboratory in the 
prior two survey cycles, and failed to 
immediately report such receipt to 
CMS or to the appropriate CMS-ap-
proved accrediting organization. 

(2) Suspends or limits the CLIA cer-
tificate for less than 1 year based on 
the criteria in § 493.1804(d) and imposes 
alternative sanctions as appropriate, in 
accordance with §§ 493.1804(c) and (d), 
493.1806(c), 493.1807(b), 493.1809 and, in 
the case of civil money penalties, 
§ 493.1834(d), when CMS determines that 
paragraph (b)(1)(i)(A) or (B) of this sec-
tion does not apply but that the lab-
oratory obtained test results for the 
proficiency testing samples from an-
other laboratory on or before the pro-
ficiency testing event close date. 
Among other possibilities, alternative 
sanctions will always include a civil 
money penalty and a directed plan of 
correction that includes required train-
ing of staff. 

(3) Imposes alternative sanctions in 

accordance with §§ 493.1804(c) and (d), 

493.1806(c), 493.1807(b), 493.1809 and, in 

the case of civil money penalties, 

§ 493.1834(d), when CMS determines that 

paragraph (b)(1)(i) or (2) of this section 

do not apply, and a PT referral has oc-

curred, but no test results are received 

prior to the event close date by the re-

ferring laboratory from the laboratory 

that received the referral. Among other 

possibilities, alternative sanctions will 

always include a civil money penalty 

and a directed plan of correction that 

includes required training of staff. 

(c) Adverse action based on exclusion 

from Medicare. If the OIG excludes a 

laboratory from participation in Medi-

care, CMS suspends the laboratory’s 

CLIA certificate for the period during 

which the laboratory is excluded. 

(d) Procedures for suspension or limita-

tion—(1) Basic rule. Except as provided 

in paragraph (d)(2) of this section, CMS 

does not suspend or limit a CLIA cer-

tificate until after an ALJ hearing de-

cision (as provided in § 493.1844) that 

upholds suspension or limitation. 

(2) Exceptions. CMS may suspend or 

limit a CLIA certificate before the ALJ 

hearing in any of the following cir-

cumstances: 

(i) The laboratory’s deficiencies pose 

immediate jeopardy. 

(ii) The laboratory has refused a rea-

sonable request for information or 

work on materials. 

(iii) The laboratory has refused per-

mission for CMS or a CMS agent to in-

spect the laboratory or its operation. 

(e) Procedures for revocation. (1) CMS 

does not revoke any type of CLIA cer-

tificate until after an ALJ hearing that 

upholds revocation. 

(2) CMS may revoke a CLIA certifi-

cate after the hearing decision even if 

it had not previously suspended or lim-

ited that certificate. 

(f) Notice to the OIG. CMS notifies the 

OIG of any violations under paragraphs 

(a)(1), (a)(2), (a)(6), and (b) of this sec-

tion within 30 days of the determina-

tion of the violation. 

[57 FR 7237, Feb. 28, 1992, as amended at 79 

FR 25480, May 2, 2014] 
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