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applicable hourly rates multiplied by 
the average number of hours required 
by the entity to perform the activity. 
The fee for issuance of the registration 
certificate or certificate of compliance 
is based on the laboratory’s scope and 
volume of testing. 

(b) Determining average hourly rates 
used in fee schedules. Three different en-
tities perform activities related to the 
issuance or reissuance of any certifi-
cate. HHS determines the average 
hourly rates for the activities of each 
of these entities. 

(1) State survey agencies. The fol-
lowing costs are included in deter-
mining an average hourly rate for the 
activities performed by State survey 
agencies: 

(i) The costs incurred by the State 
survey agencies in evaluating per-
sonnel qualifications and monitoring 
each laboratory’s participation in an 
approved proficiency testing program. 
The cost of onsite inspections and mon-
itoring activities is the hourly rate de-
rived as a result of an annual budget 
negotiation process with each State. 
The hourly rate encompasses salary 
costs (as determined by each State’s 
civil service pay scale) and fringe ben-
efit costs to support the required num-
ber of State inspectors, management 
and direct support staff. 

(ii) Travel costs necessary to comply 
with each State’s administrative re-
quirements and other direct costs such 
as equipment, printing, and supplies. 
These costs are established based on 
historical State requirements. 

(iii) Indirect costs as negotiated by 
HHS. 

(2) Federal agencies. The hourly rate 
for activities performed by Federal 
agencies is the most recent average 
hourly cost to HHS to staff and support 
a full time equivalent employee. In-
cluded in this cost are salary and 
fringe benefit costs, necessary adminis-
trative costs, such as printing, train-
ing, postage, express mail, supplies, 
equipment, computer system and build-
ing service charges associated with 
support services provided by organiza-
tional components such as a computer 
center, and any other oversight activi-
ties necessary to support the program. 

(3) HHS contractors. The hourly rate 
for activities performed by HHS con-

tractors is the average hourly rate es-
tablished for contractor assistance 
based on an independent government 
cost estimate for the required work-
load. This rate includes the cost of con-
tractor support to provide proficiency 
testing programs to laboratories that 
do not participate in an approved pro-
ficiency testing program, provide spe-
cialized assistance in the evaluation of 
laboratory performance in an approved 
proficiency testing program, perform 
assessments of cytology testing labora-
tories, conduct special studies, bill and 
collect fees, issue certificates, estab-
lish accounting, monitoring and re-
porting systems, and assist with nec-
essary surveyor training. 

(c) Determining number of hours. The 
average number of hours used to deter-
mine the overall fee in each schedule is 
HHS’s estimate, based on historical ex-
perience, of the average time needed by 
each entity to perform the activities 
for which it is responsible. 

[57 FR 7138 and 7213, Feb. 28, 1992, as amended 
at 60 FR 20048, Apr. 24, 1995] 

Subpart G [Reserved] 

Subpart H—Participation in Pro-
ficiency Testing for Labora-
tories Performing Nonwaived 
Testing 

SOURCE: 57 FR 7146, Feb. 28, 1992, unless 
otherwise noted. 

§ 493.801 Condition: Enrollment and 
testing of samples. 

Each laboratory must enroll in a pro-
ficiency testing (PT) program that 
meets the criteria in subpart I of this 
part and is approved by HHS. The lab-
oratory must enroll in an approved 
program or programs for each of the 
specialties and subspecialties for which 
it seeks certification. The laboratory 
must test the samples in the same 
manner as patients’ specimens. For 
laboratories subject to 42 CFR part 493 
published on March 14, 1990 (55 FR 9538) 
prior to September 1, 1992, the rules of 
this subpart are effective on September 
1, 1992. For all other laboratories, the 
rules of this subpart are effective Janu-
ary 1, 1994. 
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(a) Standard; Enrollment. The labora-
tory must— 

(1) Notify HHS of the approved pro-
gram or programs in which it chooses 
to participate to meet proficiency test-
ing requirements of this subpart. 

(2)(i) Designate the program(s) to be 
used for each specialty, subspecialty, 
and analyte or test to determine com-
pliance with this subpart if the labora-
tory participates in more than one pro-
ficiency testing program approved by 
CMS; and 

(ii) For those tests performed by the 
laboratory that are not included in 
subpart I of this part, a laboratory 
must establish and maintain the accu-
racy of its testing procedures, in ac-
cordance with § 493.1236(c)(1). 

(3) For each specialty, subspecialty 
and analyte or test, participate in one 
approved proficiency testing program 
or programs, for one year before desig-
nating a different program and must 
notify CMS before any change in des-
ignation; and 

(4) Authorize the proficiency testing 
program to release to HHS all data re-
quired to— 

(i) Determine the laboratory’s com-
pliance with this subpart; and 

(ii) Make PT results available to the 
public as required in section 353(f)(3)(F) 
of the Public Health Service Act. 

(b) Standard; Testing of proficiency 
testing samples. The laboratory must ex-
amine or test, as applicable, the pro-
ficiency testing samples it receives 
from the proficiency testing program 
in the same manner as it tests patient 
specimens. 

(1) The samples must be examined or 
tested with the laboratory’s regular pa-
tient workload by personnel who rou-
tinely perform the testing in the lab-
oratory, using the laboratory’s routine 
methods. The individual testing or ex-
amining the samples and the labora-
tory director must attest to the rou-
tine integration of the samples into the 
patient workload using the labora-
tory’s routine methods. 

(2) The laboratory must test samples 
the same number of times that it rou-
tinely tests patient samples. 

(3) Laboratories that perform tests 
on proficiency testing samples must 
not engage in any inter-laboratory 
communications pertaining to the re-

sults of proficiency testing sample(s) 
until after the date by which the lab-
oratory must report proficiency testing 
results to the program for the testing 
event in which the samples were sent. 
Laboratories with multiple testing 
sites or separate locations must not 
participate in any communications or 
discussions across sites/locations con-
cerning proficiency testing sample re-
sults until after the date by which the 
laboratory must report proficiency 
testing results to the program. 

(4) The laboratory must not send PT 
samples or portions of samples to an-
other laboratory for any analysis 
which it is certified to perform in its 
own laboratory. Any laboratory that 
CMS determines intentionally referred 
its proficiency testing samples to an-
other laboratory for analysis will have 
its certification revoked for at least 
one year. Any laboratory that receives 
proficiency testing samples from an-
other laboratory for testing must no-
tify CMS of the receipt of those sam-
ples. 

(5) The laboratory must document 
the handling, preparation, processing, 
examination, and each step in the test-
ing and reporting of results for all pro-
ficiency testing samples. The labora-
tory must maintain a copy of all 
records, including a copy of the pro-
ficiency testing program report forms 
used by the laboratory to record pro-
ficiency testing results including the 
attestation statement provided by the 
PT program, signed by the analyst and 
the laboratory director, documenting 
that proficiency testing samples were 
tested in the same manner as patient 
specimens, for a minimum of two years 
from the date of the proficiency testing 
event. 

(6) PT is required for only the test 
system, assay, or examination used as 
the primary method for patient testing 
during the PT event. 

[57 FR 7146, Feb. 28, 1992, as amended at 58 
FR 5228, Jan. 19, 1993; 68 FR 3702, Jan. 24, 
2003] 

§ 493.803 Condition: Successful partici-
pation. 

(a) Each laboratory performing non-
waived testing must successfully par-
ticipate in a proficiency testing pro-
gram approved by CMS, if applicable, 
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as described in subpart I of this part 
for each specialty, subspecialty, and 
analyte or test in which the laboratory 
is certified under CLIA. 

(b) Except as specified in paragraph 
(c) of this section, if a laboratory fails 
to participate successfully in pro-
ficiency testing for a given specialty, 
subspecialty, analyte or test, as de-
fined in this section, or fails to take re-
medial action when an individual fails 
gynecologic cytology, CMS imposes 
sanctions, as specified in subpart R of 
this part. 

(c) If a laboratory fails to perform 
successfully in a CMS-approved pro-
ficiency testing program, for the ini-
tial unsuccessful performance, CMS 
may direct the laboratory to undertake 
training of its personnel or to obtain 
technical assistance, or both, rather 
than imposing alternative or principle 
sanctions except when one or more of 
the following conditions exists: 

(1) There is immediate jeopardy to 
patient health and safety. 

(2) The laboratory fails to provide 
CMS or a CMS agent with satisfactory 
evidence that it has taken steps to cor-
rect the problem identified by the un-
successful proficiency testing perform-
ance. 

(3) The laboratory has a poor compli-
ance history. 

[57 FR 7146, Feb. 28, 1992, as amended at 60 
FR 20048, Apr. 24, 1995; 63 FR 26737, May 14, 
1998; 68 FR 3702, Jan. 24, 2003] 

§ 493.807 Condition: Reinstatement of 
laboratories performing nonwaived 
testing. 

(a) If a laboratory’s certificate is sus-
pended or limited or its Medicare or 
Medicaid approval is cancelled or its 
Medicare or Medicaid payments are 
suspended because it fails to partici-
pate successfully in proficiency testing 
for one or more specialties, subspecial-
ties, analyte or test, or voluntarily 
withdraws its certification under CLIA 
for the failed specialty, subspecialty, 
or analyte, the laboratory must then 
demonstrate sustained satisfactory 
performance on two consecutive pro-
ficiency testing events, one of which 
may be on site, before CMS will con-
sider it for reinstatement for certifi-
cation and Medicare or Medicaid ap-

proval in that specialty, subspecialty, 
analyte or test. 

(b) The cancellation period for Medi-
care and Medicaid approval or period 
for suspension of Medicare or Medicaid 
payments or suspension or limitation 
of certification under CLIA for the 
failed specialty, subspecialty, or 
analyte or test is for a period of not 
less than six months from the date of 
cancellation, limitation or suspension 
of the CLIA certificate. 

[58 FR 5228, Jan. 19, 1993, as amended at 60 
FR 20048, Apr. 24, 1995] 

PROFICIENCY TESTING BY SPECIALTY AND 
SUBSPECIALTY FOR LABORATORIES 
PERFORMING TESTS OF MODERATE 
COMPLEXITY (INCLUDING THE SUB-
CATEGORY), HIGH COMPLEXITY, OR ANY 
COMBINATION OF THESE TESTS 

§ 493.821 Condition: Microbiology. 

The specialty of microbiology in-
cludes, for purposes of proficiency test-
ing, the subspecialties of bacteriology, 
mycobacteriology, mycology, 
parasitology and virology. 

§ 493.823 Standard; Bacteriology. 

(a) Failure to attain an overall test-
ing event score of at least 80 percent is 
unsatisfactory performance. 

(b) Failure to participate in a testing 
event is unsatisfactory performance 
and results in a score of 0 for the test-
ing event. Consideration may be given 
to those laboratories failing to partici-
pate in a testing event only if— 

(1) Patient testing was suspended 
during the time frame allotted for test-
ing and reporting proficiency testing 
results; 

(2) The laboratory notifies the in-
specting agency and the proficiency 
testing program within the time frame 
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated 
with failure to perform tests on pro-
ficiency testing samples; and 

(3) The laboratory participated in the 
previous two proficiency testing 
events. 

(c) Failure to return proficiency test-
ing results to the proficiency testing 
program within the time frame speci-
fied by the program is unsatisfactory 
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performance and results in a score of 0 
for the testing event. 

(d)(1) For any unsatisfactory testing 
event for reasons other than a failure 
to participate, the laboratory must un-
dertake appropriate training and em-
ploy the technical assistance necessary 
to correct problems associated with a 
proficiency testing failure. 

(2) Remedial action must be taken 
and documented, and the documenta-
tion must be maintained by the labora-
tory for two years from the date of par-
ticipation in the proficiency testing 
event. 

(e) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events 
or two out of three consecutive testing 
events is unsuccessful performance. 

§ 493.825 Standard; Mycobacteriology. 

(a) Failure to attain an overall test-
ing event score of at least 80 percent is 
unsatisfactory performance. 

(b) Failure to participate in a testing 
event is unsatisfactory performance 
and results in a score of 0 for the test-
ing event. Consideration may be given 
to those laboratories failing to partici-
pate in a testing event only if— 

(1) Patient testing was suspended 
during the time frame allotted for test-
ing and reporting proficiency testing 
results; 

(2) The laboratory notifies the in-
specting agency and the proficiency 
testing program within the time frame 
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated 
with failure to perform tests on pro-
ficiency testing samples; and 

(3) The laboratory participated in the 
previous two proficiency testing 
events. 

(c) Failure to return proficiency test-
ing results to the proficiency testing 
program within the time frame speci-
fied by the program is unsatisfactory 
performance and results in a score of 0 
for the testing event. 

(d)(1) For any unsatisfactory testing 
event for reasons other than a failure 
to participate, the laboratory must un-
dertake appropriate training and em-
ploy the technical assistance necessary 
to correct problems associated with a 
proficiency testing failure. 

(2) Remedial action must be taken 
and documented, and the documenta-
tion must be maintained by the labora-
tory for two years from the date of par-
ticipation in the proficiency testing 
event. 

(e) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events 
or two out of three consecutive testing 
events is unsuccessful performance. 

§ 493.827 Standard; Mycology. 

(a) Failure to attain an overall test-
ing event score of at least 80 percent is 
unsatisfactory performance. 

(b) Failure to participate in a testing 
event is unsatisfactory performance 
and results in a score of 0 for the test-
ing event. Consideration may be given 
to those laboratories failing to partici-
pate in a testing event only if— 

(1) Patient testing was suspended 
during the time frame allotted for test-
ing and reporting proficiency testing 
results; 

(2) The laboratory notifies the in-
specting agency and the proficiency 
testing program within the time frame 
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated 
with failure to perform tests on pro-
ficiency testing samples; and 

(3) The laboratory participated in the 
previous two proficiency testing 
events. 

(c) Failure to return proficiency test-
ing results to the proficiency testing 
program within the time frame speci-
fied by the program is unsatisfactory 
performance and results in a score of 0 
for the testing event. 

(d)(1) For any unsatisfactory testing 
event for reasons other than a failure 
to participate, the laboratory must un-
dertake appropriate training and em-
ploy the technical assistance necessary 
to correct problems associated with a 
proficiency testing failure. 

(2) Remedial action must be taken 
and documented, and the documenta-
tion must be maintained by the labora-
tory for two years from the date of par-
ticipation in the proficiency testing 
event. 

(e) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events 
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or two out of three consecutive testing 
events is unsuccessful performance. 

§ 493.829 Standard; Parasitology. 

(a) Failure to attain an overall test-
ing event score of at least 80 percent is 
unsatisfactory performance. 

(b) Failure to participate in a testing 
event is unsatisfactory performance 
and results in a score of 0 for the test-
ing event. Consideration may be given 
to those laboratories failing to partici-
pate in a testing event only if— 

(1) Patient testing was suspended 
during the time frame allotted for test-
ing and reporting proficiency testing 
results; 

(2) The laboratory notifies the in-
specting agency and the proficiency 
testing program within the time frame 
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated 
with failure to perform tests on pro-
ficiency testing samples; and 

(3) The laboratory participated in the 
previous two proficiency testing 
events. 

(c) Failure to return proficiency test-
ing results to the proficiency testing 
program within the time frame speci-
fied by the program is unsatisfactory 
performance and results in a score of 0 
for the testing event. 

(d)(1) For any unsatisfactory testing 
event for reasons other than a failure 
to participate, the laboratory must un-
dertake appropriate training and em-
ploy the technical assistance necessary 
to correct problems associated with a 
proficiency testing failure. 

(2) Remedial action must be taken 
and documented, and the documenta-
tion must be maintained by the labora-
tory for two years from the date of par-
ticipation in the proficiency testing 
event. 

(e) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events 
or two out of three consecutive testing 
events is unsuccessful performance. 

§ 493.831 Standard; Virology. 

(a) Failure to attain an overall test-
ing event score of at least 80 percent is 
unsatisfactory performance. 

(b) Failure to participate in a testing 
event is unsatisfactory performance 

and results in a score of 0 for the test-
ing event. Consideration may be given 
to those laboratories failing to partici-
pate in a testing event only if— 

(1) Patient testing was suspended 
during the time frame allotted for test-
ing and reporting proficiency testing 
results; 

(2) The laboratory notifies the in-
specting agency and the proficiency 
testing program within the time frame 
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated 
with failure to perform tests on pro-
ficiency testing samples; and 

(3) The laboratory participated in the 
previous two proficiency testing 
events. 

(c) Failure to return proficiency test-
ing results to the proficiency testing 
program within the time frame speci-
fied by the program is unsatisfactory 
performance and results in a score of 0 
for the testing event. 

(d)(1) For any unsatisfactory testing 
event for reasons other than a failure 
to participate, the laboratory must un-
dertake appropriate training and em-
ploy the technical assistance necessary 
to correct problems associated with a 
proficiency testing failure. 

(2) For any unsatisfactory testing 
events, remedial action must be taken 
and documented, and the documenta-
tion must be maintained by the labora-
tory for two years from the date of par-
ticipation in the proficiency testing 
event. 

(e) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events 
or two out of three consecutive testing 
events is unsuccessful performance. 

§ 493.833 Condition: Diagnostic immu-
nology. 

The specialty of diagnostic immu-
nology includes for purposes of pro-
ficiency testing the subspecialties of 
syphilis serology and general immu-
nology. 

§ 493.835 Standard; Syphilis serology. 

(a) Failure to attain an overall test-
ing event score of at least 80 percent is 
unsatisfactory performance. 

(b) Failure to participate in a testing 
event is unsatisfactory performance 
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and results in a score of 0 for the test-
ing event. Consideration may be given 
to those laboratories failing to partici-
pate in a testing event only if— 

(1) Patient testing was suspended 
during the time frame allotted for test-
ing and reporting proficiency testing 
results; 

(2) The laboratory notifies the in-
specting agency and the proficiency 
testing program within the time frame 
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated 
with failure to perform tests on pro-
ficiency testing samples; and 

(3) The laboratory participated in the 
previous two proficiency testing 
events. 

(c) Failure to return proficiency test-
ing results to the proficiency testing 
program within the time frame speci-
fied by the program is unsatisfactory 
performance and results in a score of 0 
for the testing event. 

(d)(1) For any unsatisfactory testing 
event for reasons other than a failure 
to participate, the laboratory must un-
dertake appropriate training and em-
ploy the technical assistance necessary 
to correct problems associated with a 
proficiency testing failure. 

(2) For any unacceptable testing 
event score, remedial action must be 
taken and documented, and the docu-
mentation must be maintained by the 
laboratory for two years from the date 
of participation in the proficiency test-
ing event. 

(e) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events 
or two out of three consecutive testing 
events is unsuccessful performance. 

§ 493.837 Standard; General immu-
nology. 

(a) Failure to attain a score of at 
least 80 percent of acceptable responses 
for each analyte in each testing event 
is unsatisfactory analyte performance 
for the testing event. 

(b) Failure to attain an overall test-
ing event score of at least 80 percent is 
unsatisfactory performance. 

(c) Failure to participate in a testing 
event is unsatisfactory performance 
and results in a score of 0 for the test-
ing event. Consideration may be given 

to those laboratories failing to partici-
pate in a testing event only if— 

(1) Patient testing was suspended 
during the time frame allotted for test-
ing and reporting proficiency testing 
results; 

(2) The laboratory notifies the in-
specting agency and the proficiency 
testing program within the time frame 
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated 
with failure to perform tests on pro-
ficiency testing samples; and 

(3) The laboratory participated in the 
previous two proficiency testing 
events. 

(d) Failure to return proficiency test-
ing results to the proficiency testing 
program within the time frame speci-
fied by the program is unsatisfactory 
performance and results in a score of 0 
for the testing event. 

(e)(1) For any unsatisfactory analyte 
or test performance or testing event 
for reasons other than a failure to par-
ticipate, the laboratory must under-
take appropriate training and employ 
the technical assistance necessary to 
correct problems associated with a pro-
ficiency testing failure. 

(2) For any unacceptable analyte or 
testing event score, remedial action 
must be taken and documented, and 
the documentation must be maintained 
by the laboratory for two years from 
the date of participation in the pro-
ficiency testing event. 

(f) Failure to achieve satisfactory 
performance for the same analyte or 
test in two consecutive testing events 
or two out of three consecutive testing 
events is unsuccessful performance. 

(g) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events 
or two out of three consecutive testing 
events is unsuccessful performance. 

§ 493.839 Condition: Chemistry. 

The specialty of chemistry includes 
for the purposes of proficiency testing 
the subspecialties of routine chem-
istry, endocrinology, and toxicology. 

§ 493.841 Standard; Routine chemistry. 

(a) Failure to attain a score of at 
least 80 percent of acceptable responses 
for each analyte in each testing event 
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is unsatisfactory analyte performance 
for the testing event. 

(b) Failure to attain an overall test-
ing event score of at least 80 percent is 
unsatisfactory performance. 

(c) Failure to participate in a testing 
event is unsatisfactory performance 
and results in a score of 0 for the test-
ing event. Consideration may be given 
to those laboratories failing to partici-
pate in a testing event only if— 

(1) Patient testing was suspended 
during the time frame allotted for test-
ing and reporting proficiency testing 
results; 

(2) The laboratory notifies the in-
specting agency and the proficiency 
testing program within the time frame 
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated 
with failure to perform tests on pro-
ficiency testing samples; and 

(3) The laboratory participated in the 
previous two proficiency testing 
events. 

(d) Failure to return proficiency test-
ing results to the proficiency testing 
program within the time frame speci-
fied by the program is unsatisfactory 
performance and results in a score of 0 
for the testing event. 

(e)(1) For any unsatisfactory analyte 
or test performance or testing event 
for reasons other than a failure to par-
ticipate, the laboratory must under-
take appropriate training and employ 
the technical assistance necessary to 
correct problems associated with a pro-
ficiency testing failure. 

(2) For any unacceptable analyte or 
testing event score, remedial action 
must be taken and documented, and 
the documentation must be maintained 
by the laboratory for two years from 
the date of participation in the pro-
ficiency testing event. 

(f) Failure to achieve satisfactory 
performance for the same analyte or 
test in two consecutive testing events 
or two out of three consecutive testing 
events is unsuccessful performance. 

(g) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events 
or two out of three consecutive testing 
events is unsuccessful performance. 

§ 493.843 Standard; Endocrinology. 

(a) Failure to attain a score of at 
least 80 percent of acceptable responses 
for each analyte in each testing event 
is unsatisfactory analyte performance 
for the testing event. 

(b) Failure to attain an overall test-
ing event score of at least 80 percent is 
unsatisfactory performance. 

(c) Failure to participate in a testing 
event is unsatisfactory performance 
and results in a score of 0 for the test-
ing event. Consideration may be given 
to those laboratories failing to partici-
pate in a testing event only if— 

(1) Patient testing was suspended 
during the time frame allotted for test-
ing and reporting proficiency testing 
results; 

(2) The laboratory notifies the in-
specting agency and the proficiency 
testing program within the time frame 
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated 
with failure to perform tests on pro-
ficiency testing samples; and 

(3) The laboratory participated in the 
previous two proficiency testing 
events. 

(d) Failure to return proficiency test-
ing results to the proficiency testing 
program within the time frame speci-
fied by the program is unsatisfactory 
performance and results in a score of 0 
for the testing event. 

(e)(1) For any unsatisfactory analyte 
or test performance or testing event 
for reasons other than a failure to par-
ticipate, the laboratory must under-
take appropriate training and employ 
the technical assistance necessary to 
correct problems associated with a pro-
ficiency testing failure. 

(2) For any unacceptable analyte or 
testing event score, remedial action 
must be taken and documented, and 
the documentation must be maintained 
by the laboratory for two years from 
the date of participation in the pro-
ficiency testing event. 

(f) Failure to achieve satisfactory 
performance for the same analyte or 
test in two consecutive testing events 
or two out of three consecutive testing 
events is unsuccessful performance. 

(g) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events 
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or two out of three consecutive testing 
events is unsuccessful performance. 

§ 493.845 Standard; Toxicology. 

(a) Failure to attain a score of at 
least 80 percent of acceptable responses 
for each analyte in each testing event 
is unsatisfactory analyte performance 
for the testing event. 

(b) Failure to attain an overall test-
ing event score of at least 80 percent is 
unsatisfactory performance. 

(c) Failure to participate in a testing 
event is unsatisfactory performance 
and results in a score of 0 for the test-
ing event. Consideration may be given 
to those laboratories failing to partici-
pate in a testing event only if— 

(1) Patient testing was suspended 
during the time frame allotted for test-
ing and reporting proficiency testing 
results; 

(2) The laboratory notifies the in-
specting agency and the proficiency 
testing program within the time frame 
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated 
with failure to perform tests on pro-
ficiency testing samples; and 

(3) The laboratory participated in the 
previous two proficiency testing 
events. 

(d) Failure to return proficiency test-
ing results to the proficiency testing 
program within the time frame speci-
fied by the program is unsatisfactory 
performance and results in a score of 0 
for the testing event. 

(e)(1) For any unsatisfactory analyte 
or test performance or testing event 
for reasons other than a failure to par-
ticipate, the laboratory must under-
take appropriate training and employ 
the technical assistance necessary to 
correct problems associated with a pro-
ficiency testing failure. 

(2) For any unacceptable analyte or 
testing event score, remedial action 
must be taken and documented, and 
the documentation must be maintained 
by the laboratory for two years from 
the date of participation in the pro-
ficiency testing event. 

(f) Failure to achieve satisfactory 
performance for the same analyte or 
test in two consecutive testing events 
or two out of three consecutive testing 
events is unsuccessful performance. 

(g) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events 
or two out of three consecutive testing 
events is unsuccessful performance. 

§ 493.849 Condition: Hematology. 

The specialty of hematology, for the 
purpose of proficiency testing, is not 
subdivided into subspecialties of test-
ing. 

§ 493.851 Standard; Hematology. 

(a) Failure to attain a score of at 
least 80 percent of acceptable responses 
for each analyte in each testing event 
is unsatisfactory analyte performance 
for the testing event. 

(b) Failure to attain an overall test-
ing event score of at least 80 percent is 
unsatisfactory performance. 

(c) Failure to participate in a testing 
event is unsatisfactory performance 
and results in a score of 0 for the test-
ing event. Consideration may be given 
to those laboratories failing to partici-
pate in a testing event only if— 

(1) Patient testing was suspended 
during the time frame allotted for test-
ing and reporting proficiency testing 
results; 

(2) The laboratory notifies the in-
specting agency and the proficiency 
testing program within the time frame 
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated 
with failure to perform tests on pro-
ficiency testing samples; and 

(3) The laboratory participated in the 
previous two proficiency testing 
events. 

(d) Failure to return proficiency test-
ing results to the proficiency testing 
program within the time frame speci-
fied by the program is unsatisfactory 
performance and results in a score of 0 
for the testing event. 

(e)(1) For any unsatisfactory analyte 
or test performance or testing event 
for reasons other than a failure to par-
ticipate, the laboratory must under-
take appropriate training and employ 
the technical assistance necessary to 
correct problems associated with a pro-
ficiency testing failure. 

(2) For any unacceptable analyte or 
testing event score, remedial action 
must be taken and documented, and 
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the documentation must be maintained 
by the laboratory for two years from 
the date of participation in the pro-
ficiency testing event. 

(f) Failure to achieve satisfactory 
performance for the same analyte in 
two consecutive events or two out of 
three consecutive testing events is un-
successful performance. 

(g) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events 
or two out of three consecutive testing 
events is unsuccessful performance. 

§ 493.853 Condition: Pathology. 

The specialty of pathology includes, 
for purposes of proficiency testing, the 
subspecialty of cytology limited to 
gynecologic examinations. 

§ 493.855 Standard; Cytology: 
gynecologic examinations. 

To participate successfully in a cy-
tology proficiency testing program for 
gynecologic examinations (Pap 
smears), the laboratory must meet the 
requirements of paragraphs (a) through 
(c) of this section. 

(a) The laboratory must ensure that 
each individual engaged in the exam-
ination of gynecologic preparations is 
enrolled in a proficiency testing pro-
gram approved by CMS by January 1, 
1995, if available in the State in which 
he or she is employed. The laboratory 
must ensure that each individual is 
tested at least once per year and ob-
tains a passing score. To ensure this 
annual testing of individuals, an an-
nounced or unannounced testing event 
will be conducted on-site in each lab-
oratory at least once each year. Lab-
oratories will be notified of the time of 
each announced on-site testing event 
at least 30 days prior to each event. Ad-
ditional testing events will be con-
ducted as necessary in each State or 
region for the purpose of testing indi-
viduals who miss the on-site testing 
event and for retesting individuals as 
described in paragraph (b) of this sec-
tion. 

(b) The laboratory must ensure that 
each individual participates in an an-
nual testing event that involves the ex-
amination of a 10-slide test set as de-
scribed in § 493.945. Individuals who fail 
this testing event are retested with an-

other 10-slide test set as described in 
paragraphs (b)(1) and (b)(2) of this sec-
tion. Individuals who fail this second 
test are subsequently retested with a 
20-slide test set as described in para-
graphs (b)(2) and (b)(3) of this section. 
Individuals are given not more than 2 
hours to complete a 10-slide test and 
not more than 4 hours to complete a 20- 
slide test. Unexcused failure to appear 
by an individual for a retest will result 
in test failure with resulting remedi-
ation and limitations on slide examina-
tions as specified in (b)(1), (b)(2), and 
(b)(3) of this section. 

(1) An individual is determined to 
have failed the annual testing event if 
he or she scores less than 90 percent on 
a 10-slide test set. For an individual 
who fails an annual proficiency testing 
event, the laboratory must schedule a 
retesting event which must take place 
not more than 45 days after receipt of 
the notification of failure. 

(2) An individual is determined to 
have failed the second testing event if 
he or she scores less than 90 percent on 
a 10-slide test set. For an individual 
who fails a second testing event, the 
laboratory must provide him or her 
with documented, remedial training 
and education in the area of failure, 
and must assure that all gynecologic 
slides evaluated subsequent to the no-
tice of failure are reexamined until the 
individual is again retested with a 20- 
slide test set and scores at least 90 per-
cent. Reexamination of slides must be 
documented. 

(3) An individual is determined to 
have failed the third testing event if he 
or she scores less than 90 percent on a 
20-slide test set. An individual who 
fails the third testing event must cease 
examining gynecologic slide prepara-
tions immediately upon notification of 
test failure and may not resume exam-
ining gynecologic slides until the lab-
oratory assures that the individual ob-
tains at least 35 hours of documented, 
formally structured, continuing edu-
cation in diagnostic cytopathology 
that focuses on the examination of 
gynecologic preparations, and until he 
or she is retested with a 20-slide test 
set and scores at least 90 percent. 

(c) If a laboratory fails to ensure that 
individuals are tested or those who fail 
a testing event are retested, or fails to 

VerDate Mar<15>2010 14:23 Jan 03, 2012 Jkt 223185 PO 00000 Frm 00568 Fmt 8010 Sfmt 8010 Q:\42\X42\COPY223185.XXX ofr150 PsN: PC150



559 

Centers for Medicare & Medicaid Services, HHS § 493.861 

take required remedial actions as de-
scribed in paragraphs (b)(1), (b)(2) or 
(b)(3) of this section, CMS will initiate 
intermediate sanctions or limit the 
laboratory’s certificate to exclude 
gynecologic cytology testing under 
CLIA, and, if applicable, suspend the 
laboratory’s Medicare and Medicaid 
payments for gynecologic cytology 
testing in accordance with subpart R of 
this part. 

[57 FR 7146, Feb. 28, 1992, as amended at 58 
FR 5228, Jan. 19, 1993; 59 FR 62609, Dec. 6, 
1994] 

§ 493.857 Condition: 
Immunohematology. 

The specialty of immunohematology 
includes four subspecialties for the pur-
poses of proficiency testing: ABO group 
and D (Rho) typing; unexpected anti-
body detection; compatibility testing; 
and antibody identification. 

§ 493.859 Standard; ABO group and D 
(Rho) typing. 

(a) Failure to attain a score of at 
least 100 percent of acceptable re-
sponses for each analyte or test in each 
testing event is unsatisfactory analyte 
performance for the testing event. 

(b) Failure to attain an overall test-
ing event score of at least 100 percent 
is unsatisfactory performance. 

(c) Failure to participate in a testing 
event is unsatisfactory performance 
and results in a score of 0 for the test-
ing event. Consideration may be given 
to those laboratories failing to partici-
pate in a testing event only if— 

(1) Patient testing was suspended 
during the time frame allotted for test-
ing and reporting proficiency testing 
results; 

(2) The laboratory notifies the in-
specting agency and the proficiency 
testing program within the time frame 
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated 
with failure to perform tests on pro-
ficiency testing samples; and 

(3) The laboratory participated in the 
previous two proficiency testing 
events. 

(d) Failure to return proficiency test-
ing results to the proficiency testing 
program within the time frame speci-
fied by the program is unsatisfactory 

performance and results in a score of 0 
for the testing event. 

(e)(1) For any unsatisfactory testing 
event for reasons other than a failure 
to participate, the laboratory must un-
dertake appropriate training and em-
ploy the technical assistance necessary 
to correct problems associated with a 
proficiency testing failure. 

(2) For any unacceptable analyte or 
unsatisfactory testing event score, re-
medial action must be taken and docu-
mented, and the documentation must 
be maintained by the laboratory for 
two years from the date of participa-
tion in the proficiency testing event. 

(f) Failure to achieve satisfactory 
performance for the same analyte in 
two consecutive testing events or two 
out of three consecutive testing events 
is unsuccessful performance. 

(g) Failure to achieve an overall test-
ing event score of satisfactory for two 
consecutive testing events or two out 
of three consecutive testing events is 
unsuccessful performance. 

§ 493.861 Standard; Unexpected anti-
body detection. 

(a) Failure to attain an overall test-
ing event score of at least 80 percent is 
unsatisfactory performance. 

(b) Failure to participate in a testing 
event is unsatisfactory performance 
and results in a score of 0 for the test-
ing event. Consideration may be given 
to those laboratories failing to partici-
pate in a testing event only if— 

(1) Patient testing was suspended 
during the time frame allotted for test-
ing and reporting proficiency testing 
results; 

(2) The laboratory notifies the in-
specting agency and the proficiency 
testing program within the time frame 
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated 
with failure to perform tests on pro-
ficiency testing samples; and 

(3) The laboratory participated in the 
previous two proficiency testing 
events. 

(c) Failure to return proficiency test-
ing results to the proficiency testing 
program within the time frame speci-
fied by the program is unsatisfactory 
performance and results in a score of 0 
for the testing event. 
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(d)(1) For any unsatisfactory testing 
event for reasons other than a failure 
to participate, the laboratory must un-
dertake appropriate training and em-
ploy the technical assistance necessary 
to correct problems associated with a 
proficiency testing failure. 

(2) For any unsatisfactory testing 
event score, remedial action must be 
taken and documented, and the docu-
mentation must be maintained by the 
laboratory for two years from the date 
of participation in the proficiency test-
ing event. 

(e) Failure to achieve an overall test-
ing event score of satisfactory for two 
consecutive testing events or two out 
of three consecutive testing events is 
unsuccessful performance. 

§ 493.863 Standard; Compatibility test-
ing. 

(a) Failure to attain an overall test-
ing event score of at least 100 percent 
is unsatisfactory performance. 

(b) Failure to participate in a testing 
event is unsatisfactory performance 
and results in a score of 0 for the test-
ing event. Consideration may be given 
to those laboratories failing to partici-
pate in a testing event only if— 

(1) Patient testing was suspended 
during the time frame allotted for test-
ing and reporting proficiency testing 
results; 

(2) The laboratory notifies the in-
specting agency and the proficiency 
testing program within the time frame 
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated 
with failure to perform tests on pro-
ficiency testing samples; and 

(3) The laboratory participated in the 
previous two proficiency testing 
events. 

(c) Failure to return proficiency test-
ing results to the proficiency testing 
program within the time frame speci-
fied by the program is unsatisfactory 
performance and results in a score of 0 
for the testing event. 

(d)(1) For any unsatisfactory testing 
event for reasons other than a failure 
to participate, the laboratory must un-
dertake appropriate training and em-
ploy the technical assistance necessary 
to correct problems associated with a 
proficiency testing failure. 

(2) For any unsatisfactory testing 
event score, remedial action must be 
taken and documented, and the docu-
mentation must be maintained by the 
laboratory for two years from the date 
of participation in the proficiency test-
ing event. 

(e) Failure to achieve an overall test-
ing event score of satisfactory for two 
consecutive testing events or two out 
of three consecutive testing events is 
unsuccessful performance. 

§ 493.865 Standard; Antibody identi-
fication. 

(a) Failure to attain an overall test-
ing event score of at least 80 percent is 
unsatisfactory performance. 

(b) Failure to participate in a testing 
event is unsatisfactory performance 
and results in a score of 0 for the test-
ing event. Consideration may be given 
to those laboratories failing to partici-
pate in a testing event only if— 

(1) Patient testing was suspended 
during the time frame allotted for test-
ing and reporting proficiency testing 
results; 

(2) The laboratory notifies the in-
specting agency and the proficiency 
testing program within the time frame 
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated 
with failure to perform tests on pro-
ficiency testing samples; and 

(3) The laboratory participated in the 
previous two proficiency testing 
events. 

(c) Failure to return proficiency test-
ing results to the proficiency testing 
program within the time frame speci-
fied by the program is unsatisfactory 
performance and results in a score of 0 
for the testing event. 

(d)(1) For any unsatisfactory testing 
event for reasons other than a failure 
to participate, the laboratory must un-
dertake appropriate training and em-
ploy the technical assistance necessary 
to correct problems associated with a 
proficiency testing failure. 

(2) For any unsatisfactory testing 
event score, remedial action must be 
taken and documented, and the docu-
mentation must be maintained by the 
laboratory for two years from the date 
of participation in the proficiency test-
ing event. 
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(e) Failure to identify the same anti-
body in two consecutive or two out of 
three consecutive testing events is un-
successful performance. 

(f) Failure to achieve an overall test-
ing event score of satisfactory for two 
consecutive testing events or two out 
of three consecutive testing events is 
unsuccessful performance. 

Subpart I—Proficiency Testing 
Programs for Nonwaived Testing 

SOURCE: 57 FR 7151, Feb. 28, 1992, unless 
otherwise noted. 

§ 493.901 Approval of proficiency test-
ing programs. 

In order for a proficiency testing pro-
gram to receive HHS approval, the pro-
gram must be offered by a private non-
profit organization or a Federal or 
State agency, or entity acting as a des-
ignated agent for the State. An organi-
zation, Federal, or State program seek-
ing approval or reapproval for its pro-
gram for the next calendar year must 
submit an application providing the re-
quired information by July 1 of the 
current year. The organization, Fed-
eral, or State program must provide 
technical assistance to laboratories 
seeking to qualify under the program, 
and must, for each specialty, sub-
specialty, and analyte or test for which 
it provides testing— 

(a) Assure the quality of test sam-
ples, appropriately evaluate and score 
the testing results, and identify per-
formance problems in a timely manner; 

(b) Demonstrate to HHS that it has— 

(1) The technical ability required to— 

(i) Prepare or purchase samples from 
manufacturers who prepare the sam-
ples in conformance with the appro-
priate good manufacturing practices 
required in 21 CFR parts 606, 640, and 
820; and 

(ii) Distribute the samples, using rig-
orous quality control to assure that 
samples mimic actual patient speci-
mens when possible and that samples 
are homogeneous, except for specific 
subspecialties such as cytology, and 
will be stable within the time frame for 
analysis by proficiency testing partici-
pants; 

(2) A scientifically defensible process 
for determining the correct result for 
each challenge offered by the program; 

(3) A program of sufficient annual 
challenge and with the frequency speci-
fied in §§ 493.909 through 493.959 to es-
tablish that a laboratory has met min-
imum performance requirements; 

(4) The resources needed to provide 
Statewide or nationwide reports to reg-
ulatory agencies on individual’s per-
formance for gynecologic cytology and 
on individual laboratory performance 
on testing events, cumulative reports 
and scores for each laboratory or indi-
vidual, and reports of specific labora-
tory failures using grading criteria ac-
ceptable to HHS. These reports must be 
provided to HHS on a timely basis 
when requested; 

(5) Provisions to include on each pro-
ficiency testing program report form 
used by the laboratory to record test-
ing event results, an attestation state-
ment that proficiency testing samples 
were tested in the same manner as pa-
tient specimens with a signature block 
to be completed by the individual per-
forming the test as well as by the lab-
oratory director; 

(6) A mechanism for notifying par-
ticipants of the PT shipping schedule 
and for participants to notify the pro-
ficiency testing program within three 
days of the expected date of receipt of 
the shipment that samples have not ar-
rived or are unacceptable for testing. 
The program must have provisions for 
replacement of samples that are lost in 
transit or are received in a condition 
that is unacceptable for testing; and 

(7) A process to resolve technical, ad-
ministrative, and scientific problems 
about program operations; 

(c) Meet the specific criteria for pro-
ficiency testing programs listed by spe-
cialty, subspecialty, and analyte or 
test contained in §§ 493.901 through 
493.959 for initial approval and there-
after provide HHS, on an annual basis, 
with the information necessary to as-
sure that the proficiency testing pro-
gram meets the criteria required for 
approval; and 

(d) Comply with all applicable pack-
aging, shipment, and notification re-
quirements of 42 CFR part 72. 

[57 FR 7151, Feb. 28, 1992, as amended at 58 
FR 5228, Jan. 19, 1993] 
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