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of test methods employed by the lab-
oratory and, as applicable, the per-
formance specifications established or 
verified as specified in § 493.1253. In ad-
dition, information that may affect the 
interpretation of test results, for exam-
ple test interferences, must be provided 
upon request. Pertinent updates on 
testing information must be provided 
to clients whenever changes occur that 
affect the test results or interpretation 
of test results. 

(f) Test results must be released only 
to authorized persons and, if applica-
ble, the individual responsible for using 
the test results and the laboratory that 
initially requested the test. 

(g) The laboratory must immediately 
alert the individual or entity request-
ing the test and, if applicable, the indi-
vidual responsible for using the test re-
sults when any test result indicates an 
imminently life-threatening condition, 
or panic or alert values. 

(h) When the laboratory cannot re-
port patient test results within its es-
tablished time frames, the laboratory 
must determine, based on the urgency 
of the patient test(s) requested, the 
need to notify the appropriate indi-
vidual(s) of the delayed testing. 

(i) If a laboratory refers patient 
specimens for testing— 

(1) The referring laboratory must not 
revise results or information directly 
related to the interpretation of results 
provided by the testing laboratory; 

(2) The referring laboratory may per-
mit each testing laboratory to send the 
test result directly to the authorized 
person who initially requested the test. 
The referring laboratory must retain 
or be able to produce an exact dupli-
cate of each testing laboratory’s re-
port; and 

(3) The authorized person who orders 
a test must be notified by the referring 
laboratory of the name and address of 
each laboratory location where the test 
was performed. 

(j) All test reports or records of the 
information on the test reports must 
be maintained by the laboratory in a 
manner that permits ready identifica-
tion and timely accessibility. 

(k) When errors in the reported pa-
tient test results are detected, the lab-
oratory must do the following: 

(1) Promptly notify the authorized 
person ordering the test and, if applica-
ble, the individual using the test re-
sults of reporting errors. 

(2) Issue corrected reports promptly 
to the authorized person ordering the 
test and, if applicable, the individual 
using the test results. 

(3) Maintain duplicates of the origi-
nal report, as well as the corrected re-
port. 

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 
2003] 

§ 493.1299 Standard: Postanalytic sys-
tems quality assessment. 

(a) The laboratory must establish 
and follow written policies and proce-
dures for an ongoing mechanism to 
monitor, assess and, when indicated, 
correct problems identified in the 
postanalytic systems specified in 
§ 493.1291. 

(b) The postanalytic systems quality 
assessment must include a review of 
the effectiveness of corrective actions 
taken to resolve problems, revision of 
policies and procedures necessary to 
prevent recurrence of problems, and 
discussion of postanalytic systems 
quality assessment reviews with appro-
priate staff. 

(c) The laboratory must document all 
postanalytic systems quality assess-
ment activities. 

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 
2003] 

Subpart L [Reserved] 

Subpart M—Personnel for 
Nonwaived Testing 

SOURCE: 57 FR 7172, Feb. 28, 1992, unless 
otherwise noted. 

§ 493.1351 General. 

This subpart consists of the per-
sonnel requirements that must be met 
by laboratories performing moderate 
complexity testing, PPM procedures, 
high complexity testing, or any com-
bination of these tests. 

[60 FR 20049, Apr. 24, 1995] 
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LABORATORIES PERFORMING PROVIDER- 
PERFORMED MICROSCOPY (PPM) PRO-
CEDURES 

SOURCE: 60 FR 20049, Apr. 24, 1995, unless 
otherwise noted. 

§ 493.1353 Scope. 

In accordance with § 493.19(b), the 
moderate complexity procedures speci-
fied as PPM procedures are considered 
such only when personally performed 
by a health care provider during a pa-
tient visit in the context of a physical 
examination. PPM procedures are sub-
ject to the personnel requirements in 
§§ 493.1355 through 493.1365. 

§ 493.1355 Condition: Laboratories per-
forming PPM procedures; labora-
tory director. 

The laboratory must have a director 
who meets the qualification require-
ments of § 493.1357 and provides overall 
management and direction in accord-
ance with § 493.1359. 

§ 493.1357 Standard; laboratory direc-
tor qualifications. 

The laboratory director must be 
qualified to manage and direct the lab-
oratory personnel and the performance 
of PPM procedures as specified in 
§ 493.19(c) and must be eligible to be an 
operator of a laboratory within the re-
quirements of subpart R of this part. 

(a) The laboratory director must pos-
sess a current license as a laboratory 
director issued by the State in which 
the laboratory is located, if the licens-
ing is required. 

(b) The laboratory director must 
meet one of the following require-
ments: 

(1) Be a physician, as defined in 
§ 493.2. 

(2) Be a midlevel practitioner, as de-
fined in § 493.2, authorized by a State to 
practice independently in the State in 
which the laboratory is located. 

(3) Be a dentist, as defined in § 493.2. 

§ 493.1359 Standard; PPM laboratory 
director responsibilities. 

The laboratory director is respon-
sible for the overall operation and ad-
ministration of the laboratory, includ-
ing the prompt, accurate, and pro-

ficient reporting of test results. The 
laboratory director must— 

(a) Direct no more than five labora-
tories; and 

(b) Ensure that any procedure listed 
under § 493.19(c)— 

(1) Is personally performed by an in-
dividual who meets the qualification 
requirements in § 493.1363; and 

(2) Is performed in accordance with 
applicable requirements in subparts H, 
J, K, and M of this part. 

[57 FR 7172, Feb. 28, 1992, as amended at 68 
FR 3713, Jan. 24, 2003; 68 FR 50724, Aug. 22, 
2003] 

§ 493.1361 Condition: Laboratories per-
forming PPM procedures; testing 
personnel. 

The laboratory must have a suffi-
cient number of individuals who meet 
the qualification requirements of 
§ 493.1363 to perform the functions spec-
ified in § 493.1365 for the volume and 
complexity of testing performed. 

§ 493.1363 Standard: PPM testing per-
sonnel qualifications. 

Each individual performing PPM pro-
cedures must— 

(a) Possess a current license issued 
by the State in which the laboratory is 
located if the licensing is required; and 

(b) Meet one of the following require-
ments: 

(1) Be a physician, as defined in 
§ 493.2. 

(2) Be a midlevel practitioner, as de-
fined in § 493.2, under the supervision of 
a physician or in independent practice 
if authorized by the State in which the 
laboratory is located. 

(3) Be a dentist as defined in § 493.2 of 
this part. 

§ 493.1365 Standard; PPM testing per-
sonnel responsibilities. 

The testing personnel are responsible 
for specimen processing, test perform-
ance, and for reporting test results. 
Any PPM procedure must be— 

(a) Personally performed by one of 
the following practitioners: 

(1) A physician during the patient’s 
visit on a specimen obtained from his 
or her own patient or from a patient of 
a group medical practice of which the 
physician is a member or employee. 
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(2) A midlevel practitioner, under the 
supervision of a physician or in inde-
pendent practice if authorized by the 
State in which the laboratory is lo-
cated, during the patient’s visit on a 
specimen obtained from his or her own 
patient or from the patient of a clinic, 
group medical practice, or other health 
care provider, in which the midlevel 
practitioner is a member or an em-
ployee. 

(3) A dentist during the patient’s 
visit on a specimen obtained from his 
or her own patient or from a patient of 
a group dental practice of which the 
dentist is a member or an employee; 
and 

(b) Performed using a microscope 
limited to a brightfield or a phase/con-
trast microscope. 

LABORATORIES PERFORMING MODERATE 
COMPLEXITY TESTING 

§ 493.1403 Condition: Laboratories per-
forming moderate complexity test-
ing; laboratory director. 

The laboratory must have a director 
who meets the qualification require-
ments of § 493.1405 of this subpart and 
provides overall management and di-
rection in accordance with § 493.1407 of 
this subpart. 

§ 493.1405 Standard; Laboratory direc-
tor qualifications. 

The laboratory director must be 
qualified to manage and direct the lab-
oratory personnel and the performance 
of moderate complexity tests and must 
be eligible to be an operator of a lab-
oratory within the requirements of 
subpart R of this part. 

(a) The laboratory director must pos-
sess a current license as a laboratory 
director issued by the State in which 
the laboratory is located, if such li-
censing is required; and 

(b) The laboratory director must— 
(1) (i) Be a doctor of medicine or doc-

tor of osteopathy licensed to practice 
medicine or osteopathy in the State in 
which the laboratory is located; and 

(ii) Be certified in anatomic or clin-
ical pathology, or both, by the Amer-
ican Board of Pathology or the Amer-
ican Osteopathic Board of Pathology or 
possess qualifications that are equiva-
lent to those required for such certifi-
cation; or 

(2)(i) Be a doctor of medicine, doctor 
of osteopathy, or doctor of podiatric 
medicine licensed to practice medicine, 
osteopathy, or podiatry in the State in 
which the laboratory is located; and 

(ii) Have had laboratory training or 
experience consisting of: 

(A) At least one year directing or su-
pervising non-waived laboratory test-
ing; or 

(B) Beginning September 1, 1993, have 
at least 20 continuing medical edu-
cation credit hours in laboratory prac-
tice commensurate with the director 
responsibilities defined in § 493.1407; or 

(C) Laboratory training equivalent to 
paragraph (b)(2)(ii)(B) of this section 
obtained during medical residency. 
(For example, physicians certified ei-
ther in hematology or hematology and 
medical oncology by the American 
Board of Internal Medicine); or 

(3) Hold an earned doctoral degree in 
a chemical, physical, biological, or 
clinical laboratory science from an ac-
credited institution; and 

(i) Be certified by the American 
Board of Medical Microbiology, the 
American Board of Clinical Chemistry, 
the American Board of Bioanalysis, or 
the American Board of Medical Labora-
tory Immunology; or 

(ii) Have had at least one year experi-
ence directing or supervising non- 
waived laboratory testing; 

(4)(i) Have earned a master’s degree 
in a chemical, physical, biological or 
clinical laboratory science or medical 
technology from an accredited institu-
tion; 

(ii) Have at least one year of labora-
tory training or experience, or both in 
non-waived testing; and 

(iii) In addition, have at least one 
year of supervisory laboratory experi-
ence in non-waived testing; or 

(5)(i) Have earned a bachelor’s degree 
in a chemical, physical, or biological 
science or medical technology from an 
accredited institution; 

(ii) Have at least 2 years of labora-
tory training or experience, or both in 
non-waived testing; and 

(iii) In addition, have at least 2 years 
of supervisory laboratory experience in 
non-waived testing; 

(6) Be serving as a laboratory direc-
tor and must have previously qualified 
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or could have qualified as a laboratory 
director under § 493.1406; or 

(7) On or before February 28, 1992, 
qualified under State law to direct a 
laboratory in the State in which the 
laboratory is located. 

[57 FR 7172, Feb. 28, 1992, as amended at 58 
FR 5233, Jan. 19, 1993] 

§ 493.1406 Standard; Laboratory direc-
tor qualifications on or before Feb-
ruary 28, 1992. 

The laboratory director must be 
qualified to manage and direct the lab-
oratory personnel and test perform-
ance. 

(a) The laboratory director must pos-
sess a current license as a laboratory 
director issued by the State, if such li-
censing exists; and 

(b) The laboratory director must: 
(1) Be a physician certified in ana-

tomical or clinical pathology (or both) 
by the American Board of Pathology or 
the American Osteopathic Board of Pa-
thology or possess qualifications that 
are equivalent to those required for 
such certification; 

(2) Be a physician who: 
(i) Is certified by the American Board 

of Pathology or the American Osteo-
pathic Board of Pathology in at least 
one of the laboratory specialties; or 

(ii) Is certified by the American 
Board of Medical Microbiology, the 
American Board of Clinical Chemistry, 
the American Board of Bioanalysis, or 
other national accrediting board in one 
of the laboratory specialties; or 

(iii) Is certified by the American So-
ciety of Cytology to practice 
cytopathology or possesses qualifica-
tions that are equivalent to those re-
quired for such certification; or 

(iv) Subsequent to graduation, has 
had 4 or more years of full-time general 
laboratory training and experience of 
which at least 2 years were spent ac-
quiring proficiency in one of the lab-
oratory specialties; 

(3) For the subspecialty of oral pa-
thology only, be certified by the Amer-
ican Board of Oral Pathology, Amer-
ican Board of Pathology or the Amer-
ican Osteopathic Board of Pathology or 
possesses qualifications that are equiv-
alent to those required for certifi-
cation; 

(4) Hold an earned doctoral degree 
from an accredited institution with a 
chemical, physical, or biological 
science as a major subject and 

(i) Is certified by the American Board 
of Medical Microbiology, the American 
Board of Clinical Chemistry, the Amer-
ican Board of Bioanalysis, or other na-
tional accrediting board acceptable to 
HHS in one of the laboratory special-
ties; or 

(ii) Subsequent to graduation, has 
had 4 or more years of full-time general 
laboratory training and experience of 
which at least 2 years were spent ac-
quiring proficiency in one of the lab-
oratory specialties; 

(5) With respect to individuals first 
qualifying before July 1, 1971, have 
been responsible for the direction of a 
laboratory for 12 months between July 
1, 1961, and January 1, 1968, and, in ad-
dition, either: 

(i) Was a physician and subsequent to 
graduation had at least 4 years of per-
tinent full-time laboratory experience; 

(ii) Held a master’s degree from an 
accredited institution with a chemical, 
physical, or biological science as a 
major subject and subsequent to grad-
uation had at least 4 years of pertinent 
full-time laboratory experience; 

(iii) Held a bachelor’s degree from an 
accredited institution with a chemical, 
physical, or biological science as a 
major subject and subsequent to grad-
uation had at least 6 years of pertinent 
full-time laboratory experience; or 

(iv) Achieved a satisfactory grade 
through an examination conducted by 
or under the sponsorship of the U.S. 
Public Health Service on or before July 
1, 1970; or 

(6) Qualify under State law to direct 
the laboratory in the State in which 
the laboratory is located. 

NOTE: The January 1, 1968 date for meeting 
the 12 months’ laboratory direction require-
ment in paragraph (b)(5) of this section may 
be extended 1 year for each year of full-time 
laboratory experience obtained before Janu-
ary 1, 1958 required by State law for a labora-
tory director license. An exception to the 
July 1, 1971 qualifying date in paragraph 
(b)(5) of this section was made provided that 
the individual requested qualification ap-
proval by October 21, 1975 and had been em-
ployed in a laboratory for at least 3 years of 
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the 5 years preceding the date of submission 
of his qualifications. 

[58 FR 5233, Jan. 19, 1993] 

§ 493.1407 Standard; Laboratory direc-
tor responsibilities. 

The laboratory director is respon-
sible for the overall operation and ad-
ministration of the laboratory, includ-
ing the employment of personnel who 
are competent to perform test proce-
dures, and record and report test re-
sults promptly, accurate, and pro-
ficiently and for assuring compliance 
with the applicable regulations. 

(a) The laboratory director, if quali-
fied, may perform the duties of the 
technical consultant, clinical consult-
ant, and testing personnel, or delegate 
these responsibilities to personnel 
meeting the qualifications of §§ 493.1409, 
493.1415, and 493.1421, respectively. 

(b) If the laboratory director reappor-
tions performance of his or her respon-
sibilities, he or she remains responsible 
for ensuring that all duties are prop-
erly performed. 

(c) The laboratory director must be 
accessible to the laboratory to provide 
onsite, telephone or electronic con-
sultation as needed. 

(d) Each individual may direct no 
more than five laboratories. 

(e) The laboratory director must— 

(1) Ensure that testing systems de-
veloped and used for each of the tests 
performed in the laboratory provide 
quality laboratory services for all as-
pects of test performance, which in-
cludes the preanalytic, analytic, and 
postanalytic phases of testing; 

(2) Ensure that the physical plant 
and environmental conditions of the 
laboratory are appropriate for the test-
ing performed and provide a safe envi-
ronment in which employees are pro-
tected from physical, chemical, and bi-
ological hazards; 

(3) Ensure that— 

(i) The test methodologies selected 
have the capability of providing the 
quality of results required for patient 
care; 

(ii) Verification procedures used are 
adequate to determine the accuracy, 
precision, and other pertinent perform-
ance characteristics of the method; and 

(iii) Laboratory personnel are per-
forming the test methods as required 
for accurate and reliable results; 

(4) Ensure that the laboratory is en-
rolled in an HHS approved proficiency 
testing program for the testing per-
formed and that— 

(i) The proficiency testing samples 
are tested as required under subpart H 
of this part; 

(ii) The results are returned within 
the timeframes established by the pro-
ficiency testing program; 

(iii) All proficiency testing reports 
received are reviewed by the appro-
priate staff to evaluate the labora-
tory’s performance and to identify any 
problems that require corrective ac-
tion; and 

(iv) An approved corrective action 
plan is followed when any proficiency 
testing results are found to be unac-
ceptable or unsatisfactory; 

(5) Ensure that the quality control 
and quality assessment programs are 
established and maintained to assure 
the quality of laboratory services pro-
vided and to identify failures in quality 
as they occur; 

(6) Ensure the establishment and 
maintenance of acceptable levels of an-
alytical performance for each test sys-
tem; 

(7) Ensure that all necessary reme-
dial actions are taken and documented 
whenever significant deviations from 
the laboratory’s established perform-
ance specifications are identified, and 
that patient test results are reported 
only when the system is functioning 
properly; 

(8) Ensure that reports of test results 
include pertinent information required 
for interpretation; 

(9) Ensure that consultation is avail-
able to the laboratory’s clients on mat-
ters relating to the quality of the test 
results reported and their interpreta-
tion concerning specific patient condi-
tions; 

(10) Employ a sufficient number of 
laboratory personnel with the appro-
priate education and either experience 
or training to provide appropriate con-
sultation, properly supervise and accu-
rately perform tests and report test re-
sults in accordance with the personnel 
responsibilities described in this sub-
part; 
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(11) Ensure that prior to testing pa-
tients’ specimens, all personnel have 
the appropriate education and experi-
ence, receive the appropriate training 
for the type and complexity of the 
services offered, and have dem-
onstrated that they can perform all 
testing operations reliably to provide 
and report accurate results; 

(12) Ensure that policies and proce-
dures are established for monitoring 
individuals who conduct preanalytical, 
analytical, and postanalytical phases 
of testing to assure that they are com-
petent and maintain their competency 
to process specimens, perform test pro-
cedures and report test results prompt-
ly and proficiently, and whenever nec-
essary, identify needs for remedial 
training or continuing education to im-
prove skills; 

(13) Ensure that an approved proce-
dure manual is available to all per-
sonnel responsible for any aspect of the 
testing process; and 

(14) Specify, in writing, the respon-
sibilities and duties of each consultant 
and each person, engaged in the per-
formance of the preanalytic, analytic, 
and postanalytic phases of testing, 
that identifies which examinations and 
procedures each individual is author-
ized to perform, whether supervision is 
required for specimen processing, test 
performance or results reporting, and 
whether consultant or director review 
is required prior to reporting patient 
test results. 

[57 FR 7172, Feb. 28, 1992, as amended at 68 
FR 3713, Jan. 24, 2003] 

§ 493.1409 Condition: Laboratories per-
forming moderate complexity test-
ing; technical consultant. 

The laboratory must have a technical 
consultant who meets the qualification 
requirements of § 493.1411 of this sub-
part and provides technical oversight 
in accordance with § 493.1413 of this 
subpart. 

§ 493.1411 Standard; Technical con-
sultant qualifications. 

The laboratory must employ one or 
more individuals who are qualified by 
education and either training or expe-
rience to provide technical consulta-
tion for each of the specialties and sub-
specialties of service in which the lab-

oratory performs moderate complexity 
tests or procedures. The director of a 
laboratory performing moderate com-
plexity testing may function as the 
technical consultant provided he or she 
meets the qualifications specified in 
this section. 

(a) The technical consultant must 
possess a current license issued by the 
State in which the laboratory is lo-
cated, if such licensing is required. 

(b) The technical consultant must— 

(1) (i) Be a doctor of medicine or doc-
tor of osteopathy licensed to practice 
medicine or osteopathy in the State in 
which the laboratory is located; and 

(ii) Be certified in anatomic or clin-
ical pathology, or both, by the Amer-
ican Board of Pathology or the Amer-
ican Osteopathic Board of Pathology or 
possess qualifications that are equiva-
lent to those required for such certifi-
cation; or 

(2)(i) Be a doctor of medicine, doctor 
of osteopathy, or doctor of podiatric 
medicine licensed to practice medicine, 
osteopathy, or podiatry in the State in 
which the laboratory is located; and 

(ii) Have at least one year of labora-
tory training or experience, or both in 
non-waived testing, in the designated 
specialty or subspecialty areas of serv-
ice for which the technical consultant 
is responsible (for example, physicians 
certified either in hematology or he-
matology and medical oncology by the 
American Board of Internal Medicine 
are qualified to serve as the technical 
consultant in hematology); or 

(3)(i) Hold an earned doctoral or mas-
ter’s degree in a chemical, physical, bi-
ological or clinical laboratory science 
or medical technology from an accred-
ited institution; and 

(ii) Have at least one year of labora-
tory training or experience, or both in 
non-waived testing, in the designated 
specialty or subspecialty areas of serv-
ice for which the technical consultant 
is responsible; or 

(4)(i) Have earned a bachelor’s degree 
in a chemical, physical or biological 
science or medical technology from an 
accredited institution; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both in 
non-waived testing, in the designated 
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specialty or subspecialty areas of serv-
ice for which the technical consultant 
is responsible. 

NOTE: The technical consultant require-
ments for ‘‘laboratory training or experi-
ence, or both’’ in each specialty or sub-
specialty may be acquired concurrently in 
more than one of the specialties or sub-
specialties of service, excluding waived tests. 
For example, an individual who has a bach-
elor’s degree in biology and additionally has 
documentation of 2 years of work experience 
performing tests of moderate complexity in 
all specialties and subspecialties of service, 
would be qualified as a technical consultant 
in a laboratory performing moderate com-
plexity testing in all specialties and sub-
specialties of service. 

[57 FR 7172, Feb. 28, 1992, as amended at 58 
FR 5234, Jan. 19, 1993] 

§ 493.1413 Standard; Technical con-
sultant responsibilities. 

The technical consultant is respon-
sible for the technical and scientific 
oversight of the laboratory. The tech-
nical consultant is not required to be 
onsite at all times testing is per-
formed; however, he or she must be 
available to the laboratory on an as 
needed basis to provide consultation, 
as specified in paragraph (a) of this sec-
tion. 

(a) The technical consultant must be 
accessible to the laboratory to provide 
on-site, telephone, or electronic con-
sultation; and 

(b) The technical consultant is re-
sponsible for— 

(1) Selection of test methodology ap-
propriate for the clinical use of the test 
results; 

(2) Verification of the test procedures 
performed and the establishment of the 
laboratory’s test performance charac-
teristics, including the precision and 
accuracy of each test and test system; 

(3) Enrollment and participation in 
an HHS approved proficiency testing 
program commensurate with the serv-
ices offered; 

(4) Establishing a quality control 
program appropriate for the testing 
performed and establishing the param-
eters for acceptable levels of analytic 
performance and ensuring that these 
levels are maintained throughout the 
entire testing process from the initial 
receipt of the specimen, through sam-

ple analysis and reporting of test re-
sults; 

(5) Resolving technical problems and 
ensuring that remedial actions are 
taken whenever test systems deviate 
from the laboratory’s established per-
formance specifications; 

(6) Ensuring that patient test results 
are not reported until all corrective ac-
tions have been taken and the test sys-
tem is functioning properly; 

(7) Identifying training needs and as-
suring that each individual performing 
tests receives regular in-service train-
ing and education appropriate for the 
type and complexity of the laboratory 
services performed; 

(8) Evaluating the competency of all 
testing personnel and assuring that the 
staff maintain their competency to 
perform test procedures and report test 
results promptly, accurately and pro-
ficiently. The procedures for evalua-
tion of the competency of the staff 
must include, but are not limited to— 

(i) Direct observations of routine pa-
tient test performance, including pa-
tient preparation, if applicable, speci-
men handling, processing and testing; 

(ii) Monitoring the recording and re-
porting of test results; 

(iii) Review of intermediate test re-
sults or worksheets, quality control 
records, proficiency testing results, 
and preventive maintenance records; 

(iv) Direct observation of perform-
ance of instrument maintenance and 
function checks; 

(v) Assessment of test performance 
through testing previously analyzed 
specimens, internal blind testing sam-
ples or external proficiency testing 
samples; and 

(vi) Assessment of problem solving 
skills; and 

(9) Evaluating and documenting the 
performance of individuals responsible 
for moderate complexity testing at 
least semiannually during the first 
year the individual tests patient speci-
mens. Thereafter, evaluations must be 
performed at least annually unless test 
methodology or instrumentation 
changes, in which case, prior to report-
ing patient test results, the individ-
ual’s performance must be reevaluated 
to include the use of the new test 
methodology or instrumentation. 
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§ 493.1415 Condition: Laboratories per-
forming moderate complexity test-
ing; clinical consultant. 

The laboratory must have a clinical 
consultant who meets the qualification 
requirements of § 493.1417 of this part 
and provides clinical consultation in 
accordance with § 493.1419 of this part. 

§ 493.1417 Standard; Clinical consult-
ant qualifications. 

The clinical consultant must be 
qualified to consult with and render 
opinions to the laboratory’s clients 
concerning the diagnosis, treatment 
and management of patient care. The 
clinical consultant must— 

(a) Be qualified as a laboratory direc-
tor under § 493.1405(b) (1), (2), or (3)(i); 
or 

(b) Be a doctor of medicine, doctor of 
osteopathy or doctor of podiatric medi-
cine and possess a license to practice 
medicine, osteopathy or podiatry in 
the State in which the laboratory is lo-
cated. 

[57 FR 7172, Feb. 28, 1992, as amended at 58 
FR 5234, Jan. 19, 1993] 

§ 493.1419 Standard; Clinical consult-
ant responsibilities. 

The clinical consultant provides con-
sultation regarding the appropriate-
ness of the testing ordered and inter-
pretation of test results. The clinical 
consultant must— 

(a) Be available to provide clinical 
consultation to the laboratory’s cli-
ents; 

(b) Be available to assist the labora-
tory’s clients in ensuring that appro-
priate tests are ordered to meet the 
clinical expectations; 

(c) Ensure that reports of test results 
include pertinent information required 
for specific patient interpretation; and 

(d) Ensure that consultation is avail-
able and communicated to the labora-
tory’s clients on matters related to the 
quality of the test results reported and 
their interpretation concerning spe-
cific patient conditions. 

§ 493.1421 Condition: Laboratories per-
forming moderate complexity test-
ing; testing personnel. 

The laboratory must have a suffi-
cient number of individuals who meet 
the qualification requirements of 

§ 493.1423, to perform the functions 
specified in § 493.1425 for the volume 
and complexity of tests performed. 

§ 493.1423 Standard; Testing personnel 
qualifications. 

Each individual performing moderate 
complexity testing must— 

(a) Possess a current license issued 
by the State in which the laboratory is 
located, if such licensing is required; 
and 

(b) Meet one of the following require-
ments: 

(1) Be a doctor of medicine or doctor 
of osteopathy licensed to practice med-
icine or osteopathy in the State in 
which the laboratory is located or have 
earned a doctoral, master’s, or bach-
elor’s degree in a chemical, physical, 
biological or clinical laboratory 
science, or medical technology from an 
accredited institution; or 

(2) Have earned an associate degree 
in a chemical, physical or biological 
science or medical laboratory tech-
nology from an accredited institution; 
or 

(3) Be a high school graduate or 
equivalent and have successfully com-
pleted an official military medical lab-
oratory procedures course of at least 50 
weeks duration and have held the mili-
tary enlisted occupational specialty of 
Medical Laboratory Specialist (Labora-
tory Technician); or 

(4)(i) Have earned a high school di-
ploma or equivalent; and 

(ii) Have documentation of training 
appropriate for the testing performed 
prior to analyzing patient specimens. 
Such training must ensure that the in-
dividual has— 

(A) The skills required for proper 
specimen collection, including patient 
preparation, if applicable, labeling, 
handling, preservation or fixation, 
processing or preparation, transpor-
tation and storage of specimens; 

(B) The skills required for imple-
menting all standard laboratory proce-
dures; 

(C) The skills required for performing 
each test method and for proper instru-
ment use; 

(D) The skills required for per-
forming preventive maintenance, trou-
bleshooting and calibration procedures 
related to each test performed; 
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(E) A working knowledge of reagent 
stability and storage; 

(F) The skills required to implement 
the quality control policies and proce-
dures of the laboratory; 

(G) An awareness of the factors that 
influence test results; and 

(H) The skills required to assess and 
verify the validity of patient test re-
sults through the evaluation of quality 
control sample values prior to report-
ing patient test results. 

[57 FR 7172, Feb. 28, 1992, as amended at 58 
FR 5234, Jan. 19, 1993] 

§ 493.1425 Standard; Testing personnel 
responsibilities. 

The testing personnel are responsible 
for specimen processing, test perform-
ance, and for reporting test results. 

(a) Each individual performs only 
those moderate complexity tests that 
are authorized by the laboratory direc-
tor and require a degree of skill com-
mensurate with the individual’s edu-
cation, training or experience, and 
technical abilities. 

(b) Each individual performing mod-
erate complexity testing must— 

(1) Follow the laboratory’s proce-
dures for specimen handling and proc-
essing, test analyses, reporting and 
maintaining records of patient test re-
sults; 

(2) Maintain records that dem-
onstrate that proficiency testing sam-
ples are tested in the same manner as 
patient samples; 

(3) Adhere to the laboratory’s quality 
control policies, document all quality 
control activities, instrument and pro-
cedural calibrations and maintenance 
performed; 

(4) Follow the laboratory’s estab-
lished corrective action policies and 
procedures whenever test systems are 
not within the laboratory’s established 
acceptable levels of performance; 

(5) Be capable of identifying problems 
that may adversely affect test perform-
ance or reporting of test results and ei-
ther must correct the problems or im-
mediately notify the technical consult-
ant, clinical consultant or director; 
and 

(6) Document all corrective actions 
taken when test systems deviate from 
the laboratory’s established perform-
ance specifications. 

LABORATORIES PERFORMING HIGH 
COMPLEXITY TESTING 

§ 493.1441 Condition: Laboratories per-
forming high complexity testing; 
laboratory director. 

The laboratory must have a director 
who meets the qualification require-
ments of § 493.1443 of this subpart and 
provides overall management and di-
rection in accordance with § 493.1445 of 
this subpart. 

§ 493.1443 Standard; Laboratory direc-
tor qualifications. 

The laboratory director must be 
qualified to manage and direct the lab-
oratory personnel and performance of 
high complexity tests and must be eli-
gible to be an operator of a laboratory 
within the requirements of subpart R. 

(a) The laboratory director must pos-
sess a current license as a laboratory 
director issued by the State in which 
the laboratory is located, if such li-
censing is required; and 

(b) The laboratory director must— 
(1)(i) Be a doctor of medicine or doc-

tor of osteopathy licensed to practice 
medicine or osteopathy in the State in 
which the laboratory is located; and 

(ii) Be certified in anatomic or clin-
ical pathology, or both, by the Amer-
ican Board of Pathology or the Amer-
ican Osteopathic Board of Pathology or 
possess qualifications that are equiva-
lent to those required for such certifi-
cation; or 

(2) Be a doctor of medicine, a doctor 
of osteopathy or doctor of podiatric 
medicine licensed to practice medicine, 
osteopathy or podiatry in the State in 
which the laboratory is located; and 

(i) Have at least one year of labora-
tory training during medical residency 
(for example, physicians certified ei-
ther in hematology or hematology and 
medical oncology by the American 
Board of Internal Medicine); or 

(ii) Have at least 2 years of experi-
ence directing or supervising high com-
plexity testing; or 

(3) Hold an earned doctoral degree in 
a chemical, physical, biological, or 
clinical laboratory science from an ac-
credited institution and— 

(i) Be certified and continue to be 
certified by a board approved by HHS; 
or 
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(ii) Before February 24, 2003, must 
have served or be serving as a director 
of a laboratory performing high com-
plexity testing and must have at 
least— 

(A) Two years of laboratory training 
or experience, or both; and 

(B) Two years of laboratory experi-
ence directing or supervising high com-
plexity testing. 

(4) Be serving as a laboratory direc-
tor and must have previously qualified 
or could have qualified as a laboratory 
director under regulations at 42 CFR 
493.1415, published March 14, 1990 at 55 
FR 9538, on or before February 28, 1992; 
or 

(5) On or before February 28, 1992, be 
qualified under State law to direct a 
laboratory in the State in which the 
laboratory is located; or 

(6) For the subspecialty of oral pa-
thology, be certified by the American 
Board of Oral Pathology, American 
Board of Pathology, the American Os-
teopathic Board of Pathology, or pos-
sess qualifications that are equivalent 
to those required for certification. 

[57 FR 7172, Feb. 28, 1992, as amended at 58 
FR 5234, Jan. 19, 1993; 59 FR 62609, Dec. 6, 
1994; 62 FR 25858, May 12, 1997; 63 FR 55034, 
Oct. 14, 1998; 65 FR 82944, Dec. 29, 2000; 68 FR 
3713, Jan. 24, 2003] 

§ 493.1445 Standard; Laboratory direc-
tor responsibilities. 

The laboratory director is respon-
sible for the overall operation and ad-
ministration of the laboratory, includ-
ing the employment of personnel who 
are competent to perform test proce-
dures, record and report test results 
promptly, accurately and proficiently, 
and for assuring compliance with the 
applicable regulations. 

(a) The laboratory director, if quali-
fied, may perform the duties of the 
technical supervisor, clinical consult-
ant, general supervisor, and testing 
personnel, or delegate these respon-
sibilities to personnel meeting the 
qualifications under §§ 493.1447, 493.1453, 
493.1459, and 493.1487, respectively. 

(b) If the laboratory director reappor-
tions performance of his or her respon-
sibilities, he or she remains responsible 
for ensuring that all duties are prop-
erly performed. 

(c) The laboratory director must be 
accessible to the laboratory to provide 
onsite, telephone or electronic con-
sultation as needed. 

(d) Each individual may direct no 
more than five laboratories. 

(e) The laboratory director must— 
(1) Ensure that testing systems de-

veloped and used for each of the tests 
performed in the laboratory provide 
quality laboratory services for all as-
pects of test performance, which in-
cludes the preanalytic, analytic, and 
postanalytic phases of testing; 

(2) Ensure that the physical plant 
and environmental conditions of the 
laboratory are appropriate for the test-
ing performed and provide a safe envi-
ronment in which employees are pro-
tected from physical, chemical, and bi-
ological hazards; 

(3) Ensure that— 
(i) The test methodologies selected 

have the capability of providing the 
quality of results required for patient 
care; 

(ii) Verification procedures used are 
adequate to determine the accuracy, 
precision, and other pertinent perform-
ance characteristics of the method; and 

(iii) Laboratory personnel are per-
forming the test methods as required 
for accurate and reliable results; 

(4) Ensure that the laboratory is en-
rolled in an HHS-approved proficiency 
testing program for the testing per-
formed and that— 

(i) The proficiency testing samples 
are tested as required under subpart H 
of this part; 

(ii) The results are returned within 
the timeframes established by the pro-
ficiency testing program; 

(iii) All proficiency testing reports 
received are reviewed by the appro-
priate staff to evaluate the labora-
tory’s performance and to identify any 
problems that require corrective ac-
tion; and 

(iv) An approved corrective action 
plan is followed when any proficiency 
testing result is found to be unaccept-
able or unsatisfactory; 

(5) Ensure that the quality control 
and quality assessment programs are 
established and maintained to assure 
the quality of laboratory services pro-
vided and to identify failures in quality 
as they occur; 
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(6) Ensure the establishment and 
maintenance of acceptable levels of an-
alytical performance for each test sys-
tem; 

(7) Ensure that all necessary reme-
dial actions are taken and documented 
whenever significant deviations from 
the laboratory’s established perform-
ance characteristics are identified, and 
that patient test results are reported 
only when the system is functioning 
properly; 

(8) Ensure that reports of test results 
include pertinent information required 
for interpretation; 

(9) Ensure that consultation is avail-
able to the laboratory’s clients on mat-
ters relating to the quality of the test 
results reported and their interpreta-
tion concerning specific patient condi-
tions; 

(10) Ensure that a general supervisor 
provides on-site supervision of high 
complexity test performance by testing 
personnel qualified under 
§ 493.1489(b)(4); 

(11) Employ a sufficient number of 
laboratory personnel with the appro-
priate education and either experience 
or training to provide appropriate con-
sultation, properly supervise and accu-
rately perform tests and report test re-
sults in accordance with the personnel 
responsibilities described in this sub-
part; 

(12) Ensure that prior to testing pa-
tients’ specimens, all personnel have 
the appropriate education and experi-
ence, receive the appropriate training 
for the type and complexity of the 
services offered, and have dem-
onstrated that they can perform all 
testing operations reliably to provide 
and report accurate results; 

(13) Ensure that policies and proce-
dures are established for monitoring 
individuals who conduct preanalytical, 
analytical, and postanalytical phases 
of testing to assure that they are com-
petent and maintain their competency 
to process specimens, perform test pro-
cedures and report test results prompt-
ly and proficiently, and whenever nec-
essary, identify needs for remedial 
training or continuing education to im-
prove skills; 

(14) Ensure that an approved proce-
dure manual is available to all per-

sonnel responsible for any aspect of the 
testing process; and 

(15) Specify, in writing, the respon-
sibilities and duties of each consultant 
and each supervisor, as well as each 
person engaged in the performance of 
the preanalytic, analytic, and 
postanalytic phases of testing, that 
identifies which examinations and pro-
cedures each individual is authorized 
to perform, whether supervision is re-
quired for specimen processing, test 
performance or result reporting and 
whether supervisory or director review 
is required prior to reporting patient 
test results. 

[57 FR 7172, Feb. 28, 1992, as amended at 68 
FR 3714, Jan. 24, 2003] 

§ 493.1447 Condition: Laboratories per-
forming high complexity testing; 
technical supervisor. 

The laboratory must have a technical 
supervisor who meets the qualification 
requirements of § 493.1449 of this sub-
part and provides technical supervision 
in accordance with § 493.1451 of this 
subpart. 

§ 493.1449 Standard; Technical super-
visor qualifications. 

The laboratory must employ one or 
more individuals who are qualified by 
education and either training or expe-
rience to provide technical supervision 
for each of the specialties and sub-
specialties of service in which the lab-
oratory performs high complexity tests 
or procedures. The director of a labora-
tory performing high complexity test-
ing may function as the technical su-
pervisor provided he or she meets the 
qualifications specified in this section. 

(a) The technical supervisor must 
possess a current license issued by the 
State in which the laboratory is lo-
cated, if such licensing is required; and 

(b) The laboratory may perform ana-
tomic and clinical laboratory proce-
dures and tests in all specialties and 
subspecialties of services except 
histocompatibility and clinical cyto-
genetics services provided the indi-
vidual functioning as the technical su-
pervisor— 

(1) Is a doctor of medicine or doctor 
of osteopathy licensed to practice med-
icine or osteopathy in the State in 
which the laboratory is located; and 
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(2) Is certified in both anatomic and 
clinical pathology by the American 
Board of Pathology or the American 
Osteopathic Board of Pathology or Pos-
sesses qualifications that are equiva-
lent to those required for such certifi-
cation. 

(c) If the requirements of paragraph 
(b) of this section are not met and the 
laboratory performs tests in the sub-
specialty of bacteriology, the indi-
vidual functioning as the technical su-
pervisor must— 

(1)(i) Be a doctor of medicine or doc-
tor of osteopathy licensed to practice 
medicine or osteopathy in the State in 
which the laboratory is located; and 

(ii) Be certified in clinical pathology 
by the American Board of Pathology or 
the American Osteopathic Board of Pa-
thology or possess qualifications that 
are equivalent to those required for 
such certification; or 

(2)(i) Be a doctor of medicine, doctor 
of osteopathy, or doctor of podiatric 
medicine licensed to practice medicine, 
osteopathy, or podiatry in the State in 
which the laboratory is located; and 

(ii) Have at least one year of labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of bacteriology; or 

(3)(i) Have an earned doctoral degree 
in a chemical, physical, biological or 
clinical laboratory science from an ac-
credited institution; and 

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of bacteriology; or 

(4)(i) Have earned a master’s degree 
in a chemical, physical, biological or 
clinical laboratory science or medical 
technology from an accredited institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of bacteriology; or 

(5)(i) Have earned a bachelor’s degree 
in a chemical, physical, or biological 
science or medical technology from an 
accredited institution; and 

(ii) Have at least 4 years of labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of bacteriology. 

(d) If the requirements of paragraph 
(b) of this section are not met and the 
laboratory performs tests in the sub-
specialty of mycobacteriology, the in-
dividual functioning as the technical 
supervisor must— 

(1)(i) Be a doctor of medicine or doc-
tor of osteopathy licensed to practice 
medicine or osteopathy in the State in 
which the laboratory is located; and 

(ii) Be certified in clinical pathology 
by the American Board of Pathology or 
the American Osteopathic Board of Pa-
thology or possess qualifications that 
are equivalent to those required for 
such certification; or 

(2)(i) Be a doctor of medicine, doctor 
of osteopathy, or doctor or podiatric 
medicine licensed to practice medicine, 
osteopathy, or podiatry in the State in 
which the laboratory is located; and 

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of mycobacteriology; or 

(3)(i) Have an earned doctoral degree 
in a chemical, physical, biological or 
clinical laboratory science from an ac-
credited institution; and 

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of mycobacteriology; or 

(4)(i) Have earned a master’s degree 
in a chemical, physical, biological or 
clinical laboratory science or medical 
technology from an accredited institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 

VerDate Mar<15>2010 14:23 Jan 03, 2012 Jkt 223185 PO 00000 Frm 00619 Fmt 8010 Sfmt 8010 Q:\42\X42\COPY223185.XXX ofr150 PsN: PC150



610 

42 CFR Ch. IV (10–1–11 Edition) § 493.1449 

of 6 months experience in high com-
plexity testing within the subspecialty 
of mycobacteriology; or 

(5)(i) Have earned a bachelor’s degree 
in a chemical, physical or biological 
science or medical technology from an 
accredited institution; and 

(ii) Have at least 4 years of labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of mycobacteriology. 

(e) If the requirements of paragraph 
(b) of this section are not met and the 
laboratory performs tests in the sub-
specialty of mycology, the individual 
functioning as the technical supervisor 
must— 

(1)(i) Be a doctor of medicine or doc-
tor of osteopathy licensed to practice 
medicine or osteopathy in the State in 
which the laboratory is located; and 

(ii) Be certified in clinical pathology 
by the American Board of Pathology or 
the American osteopathic Board of Pa-
thology or possess qualifications that 
are equivalent to those required for 
such certification; or 

(2)(i) Be a doctor of medicine, doctor 
of osteopathy, or doctor of podiatric 
medicine licensed to practice medicine, 
osteopathy, or podiatry in the State in 
which the laboratory is located; and 

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of mycology; or 

(3)(i) Have an earned doctoral degree 
in a chemical, physical, biological or 
clinical laboratory science from an ac-
credited institution; and 

(ii) Have at least 1 year of laboratory 
training or experience, or both in high 
complexity testing within the spe-
ciality of microbiology with a min-
imum of 6 months experience in high 
complexity testing within the sub-
specialty of mycology; or 

(4)(i) Have earned a master’s degree 
in a chemical, physical, biological or 
clinical laboratory science or medical 
technology from an accredited institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of mycology; or 

(5)(i) Have earned a bachelor’s degree 
in a chemical, physical or biological 
science or medical technology from an 
accredited institution; and 

(ii) Have at least 4 years of labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of mycology. 

(f) If the requirements of paragraph 
(b) of this section are not met and the 
laboratory performs tests in the sub-
specialty of parasitology, the indi-
vidual functioning as the technical su-
pervisor must— 

(1)(i) Be a doctor of medicine or a 
doctor of osteopathy licensed to prac-
tice medicine or osteopathy in the 
State in which the laboratory is lo-
cated; and 

(ii) Be certified in clinical pathology 
by the American Board of Pathology or 
the American Osteopathic Board of Pa-
thology or possess qualifications that 
are equivalent to those required for 
such certification; or 

(2)(i) Be a doctor of medicine, doctor 
of osteopathy, or doctor of podiatric 
medicine licensed to practice medicine, 
osteopathy, or podiatry in the State in 
which the laboratory is located; and 

(ii) Have at least one year of labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of parasitology; 

(3)(i) Have an earned doctoral degree 
in a chemical, physical, biological or 
clinical laboratory science from an ac-
credited institution; and 

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of parasitology; or 
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(4)(i) Have earned a master’s degree 
in a chemical, physical, biological or 
clinical laboratory science or medical 
technology from an accredited institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of parasitology; or 

(5)(i) Have earned a bachelor’s degree 
in a chemical, physical or biological 
science or medical technology from an 
accredited institution; and 

(ii) Have at least 4 years of labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of parasitology. 

(g) If the requirements of paragraph 
(b) of this section are not met and the 
laboratory performs tests in the sub-
specialty of virology, the individual 
functioning as the technical supervisor 
must— 

(1)(i) Be a doctor of medicine or doc-
tor of osteopathy licensed to practice 
medicine or osteopathy in the State in 
which the laboratory is located; and 

(ii) Be certified in clinical pathology 
by the American Board of Pathology or 
the American Osteopathic Board of Pa-
thology or possess qualifications that 
are equivalent to those required for 
such certification; or 

(2)(i) Be a doctor of medicine, doctor 
of osteopathy, or doctor of podiatric 
medicine licensed to practice medicine, 
osteopathy, or podiatry in the State in 
which the laboratory is located; and 

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of virology; or 

(3)(i) Have an earned doctoral degree 
in a chemical, physical, biological or 
clinical laboratory science from an ac-
credited institution; and 

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing within the spe-
cialty of microbiology with a minimum 

of 6 months experience in high com-
plexity testing within the subspecialty 
of virology; or 

(4)(i) Have earned a master’s degree 
in a chemical, physical, biological or 
clinical laboratory science or medical 
technology from an accredited institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of virology; or 

(5)(i) Have earned a bachelor’s degree 
in a chemical, physical or biological 
science or medical technology from an 
accredited institution; and 

(ii) Have at least 4 years of labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of virology. 

(h) If the requirements of paragraph 
(b) of this section are not met and the 
laboratory performs tests in the spe-
cialty of diagnostic immunology, the 
individual functioning as the technical 
supervisor must— 

(1)(i) Be a doctor of medicine or a 
doctor of osteopathy licensed to prac-
tice medicine or osteopathy in the 
State in which the laboratory is lo-
cated; and 

(ii) Be certified in clinical pathology 
by the American Board of Pathology or 
the American Osteopathic Board of Pa-
thology or possess qualifications that 
are equivalent to those required for 
such certification; or 

(2)(i) Be a doctor of medicine, doctor 
of osteopathy, or doctor of podiatric 
medicine licensed to practice medicine, 
osteopathy, or podiatry in the State in 
which the laboratory is located; and 

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing for the specialty of 
diagnostic immunology; or 

(3)(i) Have an earned doctoral degree 
in a chemical, physical, biological or 
clinical laboratory science from an ac-
credited institution; and 

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
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complexity testing within the spe-
cialty of diagnostic immunology; or 

(4)(i) Have earned a master’s degree 
in a chemical, physical, biological or 
clinical laboratory science or medical 
technology from an accredited institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of diagnostic immunology; or 

(5) (i) Have earned a bachelor’s de-
gree in a chemical, physical or biologi-
cal science or medical technology from 
an accredited institution; and 

(ii) Have at least 4 years of labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of diagnostic immunology. 

(i) If the requirements of paragraph 
(b) of this section are not met and the 
laboratory performs tests in the spe-
cialty of chemistry, the individual 
functioning as the technical supervisor 
must— 

(1)(i) Be a doctor of medicine or doc-
tor of osteopathy licensed to practice 
medicine or osteopathy in the State in 
which the laboratory is located; and 

(ii) Be certified in clinical pathology 
by the American Board of Pathology or 
the American Osteopathic Board of Pa-
thology or possess qualifications that 
are equivalent to those required for 
such certification; or 

(2)(i) Be a doctor of medicine, doctor 
of osteopathy, or doctor of podiatric 
medicine licensed to practice medicine, 
osteopathy, or podiatry in the State in 
which the laboratory is located; and 

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing for the specialty of 
chemistry; or 

(3)(i) Have an earned doctoral degree 
in a chemical, physical, biological or 
clinical laboratory science from an ac-
credited institution; and 

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing within the spe-
cialty of chemistry; or 

(4)(i) Have earned a master’s degree 
in a chemical, physical, biological or 
clinical laboratory science or medical 
technology from an accredited institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 

high complexity testing for the spe-
cialty of chemistry; or 

(5)(i) Have earned a bachelor’s degree 
in a chemical, physical or biological 
science or medical technology from an 
accredited institution; and 

(ii) Have at least 4 years of labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of chemistry. 

(j) If the requirements of paragraph 
(b) of this section are not met and the 
laboratory performs tests in the spe-
cialty of hematology, the individual 
functioning as the technical supervisor 
must— 

(1)(i) Be a doctor of medicine or a 
doctor of osteopathy licensed to prac-
tice medicine or osteopathy in the 
State in which the laboratory is lo-
cated; and 

(ii) Be certified in clinical pathology 
by the American Board of Pathology or 
the American Osteopathic Board of Pa-
thology or possess qualifications that 
are equivalent to those required for 
such certification; or 

(2)(i) Be a doctor of medicine, doctor 
of osteopathy, or doctor of podiatric 
medicine licensed to practice medicine, 
osteopathy, or podiatry in the State in 
which the laboratory is located; and 

(ii) Have at least one year of labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of hematology (for example, 
physicians certified either in hema-
tology or hematology and medical on-
cology by the American Board of Inter-
nal Medicine); or 

(3)(i) Have an earned doctoral degree 
in a chemical, physical, biological or 
clinical laboratory science from an ac-
credited institution; and 

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing within the spe-
cialty of hematology; or 

(4)(i) Have earned a master’s degree 
in a chemical, physical, biological or 
clinical laboratory science or medical 
technology from an accredited institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of hematology; or 

(5)(i) Have earned a bachelor’s degree 
in a chemical, physical or biological 
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science or medical technology from an 
accredited institution; and 

(ii) Have at least 4 years of labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of hematology. 

(k)(1) If the requirements of para-
graph (b) of this section are not met 
and the laboratory performs tests in 
the subspecialty of cytology, the indi-
vidual functioning as the technical su-
pervisor must— 

(i) Be a doctor of medicine or a doc-
tor of osteopathy licensed to practice 
medicine or osteopathy in the State in 
which the laboratory is located; and 

(ii) Meet one of the following require-
ments— 

(A) Be certified in anatomic pathol-
ogy by the American Board of Pathol-
ogy or the American Osteopathic Board 
of Pathology or possess qualifications 
that are equivalent to those required 
for such certification; or 

(B) Be certified by the American So-
ciety of Cytology to practice 
cytopathology or possess qualifications 
that are equivalent to those required 
for such certification; 

(2) An individual qualified under 
§ 493.1449(b) or paragraph (k)(1) of this 
section may delegate some of the cy-
tology technical supervisor responsibil-
ities to an individual who is in the 
final year of full-time training leading 
to certification specified in paragraphs 
(b) or (k)(1)(ii)(A) of this section pro-
vided the technical supervisor qualified 
under § 493.1449(b) or paragraph (k)(1) of 
this section remains ultimately respon-
sible for ensuring that all of the re-
sponsibilities of the cytology technical 
supervisor are met. 

(l) If the requirements of paragraph 
(b) of this section are not met and the 
laboratory performs tests in the sub-
specialty of histopathology, the indi-
vidual functioning as the technical su-
pervisor must— 

(1) Meet one of the following require-
ments: 

(i) (A) Be a doctor of medicine or a 
doctor of osteopathy licensed to prac-
tice medicine or osteopathy in the 
State in which the laboratory is lo-
cated; and 

(B) Be certified in anatomic pathol-
ogy by the American Board of Pathol-
ogy or the American Osteopathic Board 

of Pathology or possess qualifications 
that are equivalent to those required 
for such certification; 

(ii) An individual qualified under 
§ 493.1449(b) or paragraph (l)(1) of this 
section may delegate to an individual 
who is a resident in a training program 
leading to certification specified in 
paragraph (b) or (l)(1)(i)(B) of this sec-
tion, the responsibility for examina-
tion and interpretation of 
histopathology specimens. 

(2) For tests in dermatopathology, 
meet one of the following require-
ments: 

(i) (A) Be a doctor of medicine or doc-
tor of osteopathy licensed to practice 
medicine or osteopathy in the State in 
which the laboratory is located and— 

(B) Meet one of the following require-
ments: 

(1) Be certified in anatomic pathol-
ogy by the American Board of Pathol-
ogy or the American Osteopathic Board 
of Pathology or possess qualifications 
that are equivalent to those required 
for such certification; or 

(2) Be certified in dermatopathology 
by the American Board of Dermatology 
and the American Board of Pathology 
or possess qualifications that are 
equivalent to those required for such 
certification; or 

(3) Be certified in dermatology by the 
American Board of Dermatology or 
possess qualifications that are equiva-
lent to those required for such certifi-
cation; or 

(ii) An individual qualified under 
§ 493.1449(b) or paragraph (l)(2)(i) of this 
section may delegate to an individual 
who is a resident in a training program 
leading to certification specified in 
paragraphs (b) or (l)(2)(i)(B) of this sec-
tion, the responsibility for examina-
tion and interpretation of 
dermatopathology specimens. 

(3) For tests in ophthalmic pathol-
ogy, meet one of the following require-
ments: 

(i)(A) Be a doctor of medicine or doc-
tor of osteopathy licensed to practice 
medicine or osteopathy in the State in 
which the laboratory is located and— 

(B) Must meet one of the following 
requirements: 

(1) Be certified in anatomic pathol-
ogy by the American Board of Pathol-
ogy or the American Osteopathic Board 
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of Pathology or possess qualifications 
that are equivalent to those required 
for such certification; or 

(2) Be certified by the American 
Board of Ophthalmology or possess 
qualifications that are equivalent to 
those required for such certitication 
and have successfully completed at 
least 1 year of formal post-residency 
fellowship training in ophthalmic pa-
thology; or 

(ii) An individual qualified under 
§ 493.1449(b) or paragraph (1)(3)(i) of this 
section may delegate to an individual 
who is a resident in a training program 
leading to certification specified in 
paragraphs (b) or (1)(3)(i)(B) of this sec-
tion, the responsibility for examina-
tion and interpretation of ophthalmic 
specimens; or 

(m) If the requirements of paragraph 
(b) of this section are not met and the 
laboratory performs tests in the sub-
specialty of oral pathology, the indi-
vidual functioning as the technical su-
pervisor must meet one of the fol-
lowing requirements: 

(1)(i) Be a doctor of medicine or a 
doctor of osteopathy licensed to prac-
tice medicine or osteopathy in the 
State in which the laboratory is lo-
cated and— 

(ii) Be certified in anatomic pathol-
ogy by the American Board of Pathol-
ogy or the American Osteopathic Board 
of Pathology or possess qualifications 
that are equivalent to those required 
for such certification; or 

(2) Be certified in oral pathology by 
the American Board of Oral Pathology 
or possess qualifications for such cer-
tification; or 

(3) An individual qualified under 
§ 493.1449(b) or paragraph (m) (1) or (2) 
of this section may delegate to an indi-
vidual who is a resident in a training 
program leading to certification speci-
fied in paragraphs (b) or (m) (1) or (2) of 
this section, the responsibility for ex-
amination and interpretation of oral 
pathology specimens. 

(n) If the requirements of paragraph 
(b) of this section are not met and the 
laboratory performs tests in the spe-
cialty of radiobioassay, the individual 
functioning as the technical supervisor 
must— 

(1)(i) Be a doctor of medicine or a 
doctor of osteopathy licensed to prac-

tice medicine or osteopathy in the 
State in which the laboratory is lo-
cated; and 

(ii) Be certified in clinical pathology 
by the American Board of Pathology or 
the American Osteopathic Board of Pa-
thology or possess qualifications that 
are equivalent to those required for 
such certification; or 

(2)(i) Be a doctor of medicine, doctor 
of osteopathy, or doctor of podiatric 
medicine licensed to practice medicine, 
osteopathy, or podiatry in the State in 
which the laboratory is located; and 

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing for the specialty of 
radiobioassay; or 

(3)(i) Have an earned doctoral degree 
in a chemical, physical, biological or 
clinical laboratory science from an ac-
credited institution; and 

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing within the spe-
cialty of radiobioassay; or 

(4)(i) Have earned a master’s degree 
in a chemical, physical, biological or 
clinical laboratory science or medical 
technology from an accredited institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of radiobioassay; or 

(5)(i) Have earned a bachelor’s degree 
in a chemical, physical or biological 
science or medical technology from an 
accredited institution; and 

(ii) Have at least 4 years of labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of radiobioassay. 

(o) If the laboratory performs tests in 
the specialty of histocompatibility, the 
individual functioning as the technical 
supervisor must either— 

(1)(i) Be a doctor of medicine, doctor 
of osteopathy, or doctor of podiatric 
medicine licensed to practice medicine, 
osteopathy, or podiatry in the State in 
which the laboratory is located; and 

(ii) Have training or experience that 
meets one of the following require-
ments: 

(A) Have 4 years of laboratory train-
ing or experience, or both, within the 
specialty of histocompatibility; or 
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(B)(1) Have 2 years of laboratory 
training or experience, or both, in the 
specialty of general immunology; and 

(2) Have 2 years of laboratory train-
ing or experience, or both, in the spe-
cialty of histocompatibility; or 

(2)(i) Have an earned doctoral degree 
in a biological or clinical laboratory 
science from an accredited institution; 
and 

(ii) Have training or experience that 
meets one of the following require-
ments: 

(A) Have 4 years of laboratory train-
ing or experience, or both, within the 
specialty of histocompatibility; or 

(B)(1) Have 2 years of laboratory 
training or experience, or both, in the 
specialty of general immunology; and 

(2) Have 2 years of laboratory train-
ing or experience, or both, in the spe-
cialty of histocompatibility. 

(p) If the laboratory performs tests in 
the specialty of clinical cytogenetics, 
the individual functioning as the tech-
nical supervisor must— 

(1)(i) Be a doctor of medicine, doctor 
of osteopathy, or doctor of podiatric 
medicine licensed to practice medicine, 
osteopathy, or podiatry in the State in 
which the laboratory is located; and 

(ii) Have 4 years of training or experi-
ence, or both, in genetics, 2 of which 
have been in clinical cytogenetics; or 

(2)(i) Hold an earned doctoral degree 
in a biological science, including bio-
chemistry, or clinical laboratory 
science from an accredited institution; 
and 

(ii) Have 4 years of training or experi-
ence, or both, in genetics, 2 of which 
have been in clinical cytogenetics. 

(q) If the requirements of paragraph 
(b) of this section are not met and the 
laboratory performs tests in the spe-
cialty of immunohematology, the indi-
vidual functioning as the technical su-
pervisor must— 

(1)(i) Be a doctor of medicine or a 
doctor of osteopathy licensed to prac-
tice medicine or osteopathy in the 
State in which the laboratory is lo-
cated; and 

(ii) Be certified in clinical pathology 
by the American Board of Pathology or 
the American Osteopathic Board of Pa-
thology or possess qualifications that 
are equivalent to those required for 
such certification; or 

(2)(i) Be a doctor of medicine, doctor 
of osteopathy, or doctor of podiatric 
medicine licensed to practice medicine, 
osteopathy, or podiatry in the State in 
which the laboratory is located; and 

(ii) Have at least one year of labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of immunohematology. 

NOTE: The technical supervisor require-
ments for ‘‘laboratory training or experi-
ence, or both’’ in each specialty or sub-
specialty may be acquired concurrently in 
more than one of the specialties or sub-
specialties of service. For example, an indi-
vidual, who has a doctoral degree in chem-
istry and additionally has documentation of 
1 year of laboratory experience working con-
currently in high complexity testing in the 
specialties of microbiology and chemistry 
and 6 months of that work experience in-
cluded high complexity testing in bacteri-
ology, mycology, and mycobacteriology, 
would qualify as the technical supervisor for 
the specialty of chemistry and the sub-
specialties of bacteriology, mycology, and 
mycobacteriology. 

[57 FR 7172, Feb. 28, 1992, as amended at 58 
FR 5234, Jan. 19, 1993] 

§ 493.1451 Standard: Technical super-
visor responsibilities. 

The technical supervisor is respon-
sible for the technical and scientific 
oversight of the laboratory. The tech-
nical supervisor is not required to be 
on site at all times testing is per-
formed; however, he or she must be 
available to the laboratory on an as 
needed basis to provide supervision as 
specified in (a) of this section. 

(a) The technical supervisor must be 
accessible to the laboratory to provide 
on-site, telephone, or electronic con-
sultation; and 

(b) The technical supervisor is re-
sponsible for— 

(1) Selection of the test methodology 
that is appropriate for the clinical use 
of the test results; 

(2) Verification of the test procedures 
performed and establishment of the 
laboratory’s test performance charac-
teristics, including the precision and 
accuracy of each test and test system; 

(3) Enrollment and participation in 
an HHS approved proficiency testing 
program commensurate with the serv-
ices offered; 

(4) Establishing a quality control 
program appropriate for the testing 
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performed and establishing the param-
eters for acceptable levels of analytic 
performance and ensuring that these 
levels are maintained throughout the 
entire testing process from the initial 
receipt of the specimen, through sam-
ple analysis and reporting of test re-
sults; 

(5) Resolving technical problems and 
ensuring that remedial actions are 
taken whenever test systems deviate 
from the laboratory’s established per-
formance specifications; 

(6) Ensuring that patient test results 
are not reported until all corrective ac-
tions have been taken and the test sys-
tem is functioning properly; 

(7) Identifying training needs and as-
suring that each individual performing 
tests receives regular in-service train-
ing and education appropriate for the 
type and complexity of the laboratory 
services performed; 

(8) Evaluating the competency of all 
testing personnel and assuring that the 
staff maintain their competency to 
perform test procedures and report test 
results promptly, accurately and pro-
ficiently. The procedures for evalua-
tion of the competency of the staff 
must include, but are not limited to— 

(i) Direct observations of routine pa-
tient test performance, including pa-
tient preparation, if applicable, speci-
men handling, processing and testing; 

(ii) Monitoring the recording and re-
porting of test results; 

(iii) Review of intermediate test re-
sults or worksheets, quality control 
records, proficiency testing results, 
and preventive maintenance records; 

(iv) Direct observation of perform-
ance of instrument maintenance and 
function checks; 

(v) Assessment of test performance 
through testing previously analyzed 
specimens, internal blind testing sam-
ples or external proficiency testing 
samples; and 

(vi) Assessment of problem solving 
skills; and 

(9) Evaluating and documenting the 
performance of individuals responsible 
for high complexity testing at least 
semiannually during the first year the 
individual tests patient specimens. 
Thereafter, evaluations must be per-
formed at least annually unless test 
methodology or instrumentation 

changes, in which case, prior to report-
ing patient test results, the individ-
ual’s performance must be reevaluated 
to include the use of the new test 
methodology or instrumentation. 

(c) In cytology, the technical super-
visor or the individual qualified under 
§ 493.1449(k)(2)— 

(1) May perform the duties of the cy-
tology general supervisor and the 
cytotechnologist, as specified in 
§§ 493.1471 and 493.1485, respectively; 

(2) Must establish the workload limit 
for each individual examining slides; 

(3) Must reassess the workload limit 
for each individual examining slides at 
least every 6 months and adjust as nec-
essary; 

(4) Must perform the functions speci-
fied in § 493.1274(d) and (e); 

(5) Must ensure that each individual 
examining gynecologic preparations 
participates in an HHS approved cytol-
ogy proficiency testing program, as 
specified in § 493.945 and achieves a 
passing score, as specified in § 493.855; 
and 

(6) If responsible for screening cytol-
ogy slide preparations, must document 
the number of cytology slides screened 
in 24 hours and the number of hours de-
voted during each 24-hour period to 
screening cytology slides. 

[57 FR 7172, Feb. 28, 1992, as amended at 58 
FR 5235, Jan. 19, 1993; 68 FR 3714, Jan. 24, 
2003] 

§ 493.1453 Condition: Laboratories per-
forming high complexity testing; 
clinical consultant. 

The laboratory must have a clinical 
consultant who meets the require-
ments of § 493.1455 of this subpart and 
provides clinical consultation in ac-
cordance with § 493.1457 of this subpart. 

§ 493.1455 Standard; Clinical consult-
ant qualifications. 

The clinical consultant must be 
qualified to consult with and render 
opinions to the laboratory’s clients 
concerning the diagnosis, treatment 
and management of patient care. The 
clinical consultant must— 

(a) Be qualified as a laboratory direc-
tor under § 493.1443(b)(1), (2), or (3)(i) or, 
for the subspecialty of oral pathology, 
§ 493.1443(b)(6); or 
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(b) Be a doctor of medicine, doctor of 
osteopathy, doctor of podiatric medi-
cine licensed to practice medicine, os-
teopathy, or podiatry in the State in 
which the laboratory is located. 

[57 FR 7172, Feb. 28, 1992, as amended at 58 
FR 5235, Jan. 19, 1993] 

§ 493.1457 Standard; Clinical consult-
ant responsibilities. 

The clinical consultant provides con-
sultation regarding the appropriate-
ness of the testing ordered and inter-
pretation of test results. The clinical 
consultant must— 

(a) Be available to provide consulta-
tion to the laboratory’s clients; 

(b) Be available to assist the labora-
tory’s clients in ensuring that appro-
priate tests are ordered to meet the 
clinical expectations; 

(c) Ensure that reports of test results 
include pertinent information required 
for specific patient interpretation; and 

(d) Ensure that consultation is avail-
able and communicated to the labora-
tory’s clients on matters related to the 
quality of the test results reported and 
their interpretation concerning spe-
cific patient conditions. 

§ 493.1459 Condition: Laboratories per-
forming high complexity testing; 
general supervisor. 

The laboratory must have one or 
more general supervisors who are 
qualified under § 493.1461 of this subpart 
to provide general supervision in ac-
cordance with § 493.1463 of this subpart. 

§ 493.1461 Standard: General super-
visor qualifications. 

The laboratory must have one or 
more general supervisors who, under 
the direction of the laboratory director 
and supervision of the technical super-
visor, provides day-to-day supervision 
of testing personnel and reporting of 
test results. In the absence of the di-
rector and technical supervisor, the 
general supervisor must be responsible 
for the proper performance of all lab-
oratory procedures and reporting of 
test results. 

(a) The general supervisor must pos-
sess a current license issued by the 
State in which the laboratory is lo-
cated, if such licensing is required; and 

(b) The general supervisor must be 
qualified as a— 

(1) Laboratory director under 
§ 493.1443; or 

(2) Technical supervisor under 
§ 493.1449. 

(c) If the requirements of paragraph 
(b)(1) or paragraph (b)(2) of this section 
are not met, the individual functioning 
as the general supervisor must— 

(1)(i) Be a doctor of medicine, doctor 
of osteopathy, or doctor of podiatric 
medicine licensed to practice medicine, 
osteopathy, or podiatry in the State in 
which the laboratory is located or have 
earned a doctoral, master’s, or bach-
elor’s degree in a chemical, physical, 
biological or clinical laboratory 
science, or medical technology from an 
accredited institution; and 

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing; or 

(2)(i) Qualify as testing personnel 
under § 493.1489(b)(2); and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 
high complexity testing; or 

(3)(i) Except as specified in paragraph 
(3)(ii) of this section, have previously 
qualified as a general supervisor under 
§ 493.1462 on or before February 28, 1992. 

(ii) Exception. An individual who 
achieved a satisfactory grade in a pro-
ficiency examination for technologist 
given by HHS between March 1, 1986 
and December 31, 1987, qualifies as a 
general supervisor if he or she meets 
the requirements of § 493.1462 on or be-
fore January 1, 1994.’’ 

(4) On or before September 1, 1992, 
have served as a general supervisor of 
high complexity testing and as of April 
24, 1995— 

(i) Meet one of the following require-
ments: 

(A) Have graduated from a medical 
laboratory or clinical laboratory train-
ing program approved or accredited by 
the Accrediting Bureau of Health Edu-
cation Schools (ABHES), the Commis-
sion on Allied Health Education Ac-
creditation (CAHEA), or other organi-
zation approved by HHS. 

(B) Be a high school graduate or 
equivalent and have successfully com-
pleted an official U.S. military medical 
laboratory procedures course of at 
least 50 weeks duration and have held 
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the military enlisted occupational spe-
cialty of Medical Laboratory Specialist 
(Laboratory Technician). 

(ii) Have at least 2 years of clinical 
laboratory training, or experience, or 
both, in high complexity testing; or 

(5) On or before September 1, 1992, 
have served as a general supervisor of 
high complexity testing and— 

(i) Be a high school graduate or 
equivalent; and 

(ii) Have had at least 10 years of lab-
oratory training or experience, or both, 
in high complexity testing, including 
at least 6 years of supervisory experi-
ence between September 1, 1982 and 
September 1, 1992. 

(d) For blood gas analysis, the indi-
vidual providing general supervision 
must— 

(1) Be qualified under §§ 493.1461(b) (1) 
or (2), or 493.1461(c); or 

(2)(i) Have earned a bachelor’s degree 
in respiratory therapy or cardio-
vascular technology from an accredited 
institution; and 

(ii) Have at least one year of labora-
tory training or experience, or both, in 
blood gas analysis; or 

(3)(i) Have earned an associate degree 
related to pulmonary function from an 
accredited institution; and 

(ii) Have at least two years of train-
ing or experience, or both in blood gas 
analysis. 

(e) The general supervisor require-
ment is met in histopathology, oral pa-
thology, dermatopathology, and oph-
thalmic pathology because all tests 
and examinations, must be performed: 

(1) In histopathology, by an indi-
vidual who is qualified as a technical 
supervisor under §§ 493.1449(b) or 
493.1449(l)(1); 

(2) In dermatopathology, by an indi-
vidual who is qualified as a technical 
supervisor under §§ 493.1449(b) or 
493.1449(l) or (2); 

(3) In ophthalmic pathology, by an 
individual who is qualified as a tech-
nical supervisor under §§ 493.1449(b) or 
493.1449(1)(3); and 

(4) In oral pathology, by an indi-
vidual who is qualified as a technical 
supervisor under §§ 493.1449(b) or 
493.1449(m). 

[57 FR 7172, Feb. 28, 1992, as amended at 58 
FR 5235, Jan. 19, 1993; 58 FR 39155, July 22, 
1993; 60 FR 20049, Apr. 24, 1995] 

§ 493.1462 General supervisor quali-
fications on or before February 28, 
1992. 

To qualify as a general supervisor 
under § 493.1461(c)(3), an individual 
must have met or could have met the 
following qualifications as they were in 
effect on or before February 28, 1992. 

(a) Each supervisor possesses a cur-
rent license as a laboratory supervisor 
issued by the State, if such licensing 
exists; and 

(b) The laboratory supervisor— 

(1) Who qualifies as a laboratory di-
rector under § 493.1406(b)(1), (2), (4), or 
(5) is also qualified as a general super-
visor; therefore, depending upon the 
size and functions of the laboratory, 
the laboratory director may also serve 
as the laboratory supervisor; or 

(2)(i) Is a physician or has earned a 
doctoral degree from an accredited in-
stitution with a major in one of the 
chemical, physical, or biological 
sciences; and 

(ii) Subsequent to graduation, has 
had at least 2 years of experience in 
one of the laboratory specialties in a 
laboratory; or 

(3)(i) Holds a master’s degree from an 
accredited institution with a major in 
one of the chemical, physical, or bio-
logical sciences; and 

(ii) Subsequent to graduation has had 
at least 4 years of pertinent full-time 
laboratory experience of which not less 
than 2 years have been spent working 
in the designated specialty in a labora-
tory; or 

(4)(i) Is qualified as a laboratory 
technologist under § 493.1491; and 

(ii) After qualifying as a laboratory 
technologist, has had at least 6 years of 
pertinent full-time laboratory experi-
ence of which not less than 2 years 
have been spent working in the des-
ignated laboratory specialty in a lab-
oratory; or 

(5) With respect to individuals first 
qualifying before July 1, 1971, has had 
at least 15 years of pertinent full-time 
laboratory experience before January 
1, 1968; this required experience may be 
met by the substitution of education 
for experience. 

[58 FR 39155, July 22, 1993] 
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§ 493.1463 Standard: General super-
visor responsibilities. 

The general supervisor is responsible 
for day-to-day supervision or oversight 
of the laboratory operation and per-
sonnel performing testing and report-
ing test results. 

(a) The general supervisor—(1) Must 
be accessible to testing personnel at all 
times testing is performed to provide 
on-site, telephone or electronic con-
sultation to resolve technical problems 
in accordance with policies and proce-
dures established either by the labora-
tory director or technical supervisor; 

(2) Is responsible for providing day- 
to-day supervision of high complexity 
test performance by a testing per-
sonnel qualified under § 493.1489; 

(3) Except as specified in paragraph 
(c) of this section, must be onsite to 
provide direct supervision when high 
complexity testing is performed by any 
individuals qualified under 
§ 493.1489(b)(5); and 

(4) Is responsible for monitoring test 
analyses and specimen examinations to 
ensure that acceptable levels of ana-
lytic performance are maintained. 

(b) The director or technical super-
visor may delegate to the general su-
pervisor the responsibility for— 

(1) Assuring that all remedial actions 
are taken whenever test systems devi-
ate from the laboratory’s established 
performance specifications; 

(2) Ensuring that patient test results 
are not reported until all corrective ac-
tions have been taken and the test sys-
tem is properly functioning; 

(3) Providing orientation to all test-
ing personnel; and 

(4) Annually evaluating and docu-
menting the performance of all testing 
personnel. 

(c) Exception. For individuals quali-
fied under § 493.1489(b)(5), who were per-
forming high complexity testing on or 
before January 19, 1993, the require-
ments of paragraph (a)(3) of this sec-
tion are not effective, provided that all 
high complexity testing performed by 
the individual in the absence of a gen-
eral supervisor is reviewed within 24 
hours by a general supervisor qualified 
under § 493.1461. 

[57 FR 7172, Feb. 28, 1992, as amended at 58 
FR 5235, Jan. 19, 1993; 60 FR 20050, Apr. 24, 
1995] 

§ 493.1467 Condition: Laboratories per-
forming high complexity testing; cy-
tology general supervisor. 

For the subspecialty of cytology, the 
laboratory must have a general super-
visor who meets the qualification re-
quirements of § 493.1469 of this subpart, 
and provides supervision in accordance 
with § 493.1471 of this subpart. 

§ 493.1469 Standard: Cytology general 
supervisor qualifications. 

The cytology general supervisor 
must be qualified to supervise cytology 
services. The general supervisor in cy-
tology must possess a current license 
issued by the State in which the lab-
oratory is located, if such licensing is 
required, and must— 

(a) Be qualified as a technical super-
visor under § 493.1449 (b) or (k); or 

(b)(1) Be qualified as a 
cytotechnologist under § 493.1483; and 

(2) Have at least 3 years of full-time 
(2,080 hours per year) experience as a 
cytotechnologist within the preceding 
10 years. 

§ 493.1471 Standard: Cytology general 
supervisor responsibilities. 

The technical supervisor of cytology 
may perform the duties of the cytology 
general supervisor or delegate the re-
sponsibilities to an individual qualified 
under § 493.1469. 

(a) The cytology general supervisor is 
responsible for the day-to-day super-
vision or oversight of the laboratory 
operation and personnel performing 
testing and reporting test results. 

(b) The cytology general supervisor 
must— 

(1) Be accessible to provide on-site, 
telephone, or electronic consultation 
to resolve technical problems in ac-
cordance with policies and procedures 
established by the technical supervisor 
of cytology; 

(2) Document the slide interpretation 
results of each gynecologic and 
nongynecologic cytology case he or she 
examined or reviewed (as specified 
under § 493.1274(c)); 

(3) For each 24-hour period, document 
the total number of slides he or she ex-
amined or reviewed in the laboratory 
as well as the total number of slides ex-
amined or reviewed in any other lab-
oratory or for any other employer; and 
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(4) Document the number of hours 
spent examining slides in each 24-hour 
period. 

[57 FR 7172, Feb. 28, 1992, as amended at 68 
FR 3714, Jan. 24, 2003] 

§ 493.1481 Condition: Laboratories per-
forming high complexity testing; 
cytotechnologist. 

For the subspecialty of cytology, the 
laboratory must have a sufficient num-
ber of cytotechnologists who meet the 
qualifications specified in § 493.1483 to 
perform the functions specified in 
§ 493.1485. 

§ 493.1483 Standard: Cytotechnologist 
qualifications. 

Each person examining cytology 
slide preparations must meet the quali-
fications of § 493.1449 (b) or (k), or— 

(a) Possess a current license as a 
cytotechnologist issued by the State in 
which the laboratory is located, if such 
licensing is required; and 

(b) Meet one of the following require-
ments: 

(1) Have graduated from a school of 
cytotechnology accredited by the Com-
mittee on Allied Health Education and 
Accreditation or other organization ap-
proved by HHS; or 

(2) Be certified in cytotechnology by 
a certifying agency approved by HHS; 
or 

(3) Before September 1, 1992— 
(i) Have successfully completed 2 

years in an accredited institution with 
at least 12 semester hours in science, 8 
hours of which are in biology; and 

(A) Have had 12 months of training in 
a school of cytotechnology accredited 
by an accrediting agency approved by 
HHS; or 

(B) Have received 6 months of formal 
training in a school of cytotechnology 
accredited by an accrediting agency 
approved by HHS and 6 months of full- 
time experience in cytotechnology in a 
laboratory acceptable to the patholo-
gist who directed the formal 6 months 
of training; or 

(ii) Have achieved a satisfactory 
grade to qualify as a cytotechnologist 
in a proficiency examination approved 
by HHS and designed to qualify persons 
as cytotechnologists; or 

(4) Before September 1, 1994, have 
full-time experience of at least 2 years 

or equivalent within the preceding 5 
years examining slide preparations 
under the supervision of a physician 
qualified under § 493.1449(b) or (k)(1), 
and before January 1, 1969, must have— 

(i) Graduated from high school; 

(ii) Completed 6 months of training 
in cytotechnology in a laboratory di-
rected by a pathologist or other physi-
cian providing cytology services; and 

(iii) Completed 2 years of full-time 
supervised experience in 
cytotechnology; or 

(5)(i) On or before September 1, 1994, 
have full-time experience of at least 2 
years or equivalent examining cytol-
ogy slide preparations within the pre-
ceding 5 years in the United States 
under the supervision of a physician 
qualified under § 493.1449(b) or (k)(1); 
and 

(ii) On or before September 1, 1995, 
have met the requirements in either 
paragraph (b)(1) or (2) of this section. 

[57 FR 7172, Feb. 28, 1992, as amended at 59 
FR 685, Jan. 6, 1994] 

§ 493.1485 Standard; Cytotechnologist 
responsibilities. 

The cytotechnologist is responsible 
for documenting— 

(a) The slide interpretation results of 
each gynecologic and nongynecologic 
cytology case he or she examined or re-
viewed (as specified in § 493.1274(c)); 

(b) For each 24-hour period, the total 
number of slides examined or reviewed 
in the laboratory as well as the total 
number of slides examined or reviewed 
in any other laboratory or for any 
other employer; and 

(c) The number of hours spent exam-
ining slides in each 24-hour period. 

[57 FR 7172, Feb. 28, 1992, as amended at 68 
FR 3714, Jan. 24, 2003] 

§ 493.1487 Condition: Laboratories per-
forming high complexity testing; 
testing personnel. 

The laboratory has a sufficient num-
ber of individuals who meet the quali-
fication requirements of § 493.1489 of 
this subpart to perform the functions 
specified in § 493.1495 of this subpart for 
the volume and complexity of testing 
performed. 
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§ 493.1489 Standard; Testing personnel 
qualifications. 

Each individual performing high 
complexity testing must— 

(a) Possess a current license issued 
by the State in which the laboratory is 
located, if such licensing is required; 
and 

(b) Meet one of the following require-
ments: 

(1) Be a doctor of medicine, doctor of 
osteopathy, or doctor of podiatric med-
icine licensed to practice medicine, os-
teopathy, or podiatry in the State in 
which the laboratory is located or have 
earned a doctoral, master’s or bach-
elor’s degree in a chemical, physical, 
biological or clinical laboratory 
science, or medical technology from an 
accredited institution; 

(2)(i) Have earned an associate degree 
in a laboratory science, or medical lab-
oratory technology from an accredited 
institution or— 

(ii) Have education and training 
equivalent to that specified in para-
graph (b)(2)(i) of this section that in-
cludes— 

(A) At least 60 semester hours, or 
equivalent, from an accredited institu-
tion that, at a minimum, include ei-
ther— 

(1) 24 semester hours of medical lab-
oratory technology courses; or 

(2) 24 semester hours of science 
courses that include— 

(i) Six semester hours of chemistry; 

(ii) Six semester hours of biology; and 

(iii) Twelve semester hours of chem-
istry, biology, or medical laboratory 
technology in any combination; and 

(B) Have laboratory training that in-
cludes either of the following: 

(1) Completion of a clinical labora-
tory training program approved or ac-
credited by the ABHES, the CAHEA, or 
other organization approved by HHS. 
(This training may be included in the 
60 semester hours listed in paragraph 
(b)(2)(ii)(A) of this section.) 

(2) At least 3 months documented 
laboratory training in each specialty in 
which the individual performs high 
complexity testing. 

(3) Have previously qualified or could 
have qualified as a technologist under 
§ 493.1491 on or before February 28, 1992; 

(4) On or before April 24, 1995 be a 
high school graduate or equivalent and 
have either— 

(i) Graduated from a medical labora-
tory or clinical laboratory training 
program approved or accredited by 
ABHES, CAHEA, or other organization 
approved by HHS; or 

(ii) Successfully completed an official 
U.S. military medical laboratory pro-
cedures training course of at least 50 
weeks duration and have held the mili-
tary enlisted occupational specialty of 
Medical Laboratory Specialist (Labora-
tory Technician); 

(5)(i) Until September 1, 1997— 
(A) Have earned a high school di-

ploma or equivalent; and 
(B) Have documentation of training 

appropriate for the testing performed 
before analyzing patient specimens. 
Such training must ensure that the in-
dividual has— 

(1) The skills required for proper 
specimen collection, including patient 
preparation, if applicable, labeling, 
handling, preservation or fixation, 
processing or preparation, transpor-
tation and storage of specimens; 

(2) The skills required for imple-
menting all standard laboratory proce-
dures; 

(3) The skills required for performing 
each test method and for proper instru-
ment use; 

(4) The skills required for performing 
preventive maintenance, trouble-
shooting, and calibration procedures 
related to each test performed; 

(5) A working knowledge of reagent 
stability and storage; 

(6) The skills required to implement 
the quality control policies and proce-
dures of the laboratory; 

(7) An awareness of the factors that 
influence test results; and 

(8) The skills required to assess and 
verify the validity of patient test re-
sults through the evaluation of quality 
control values before reporting patient 
test results; and 

(ii) As of September 1, 1997, be quali-
fied under § 493.1489(b)(1), (b)(2), or 
(b)(4), except for those individuals 
qualified under paragraph (b)(5)(i) of 
this section who were performing high 
complexity testing on or before April 
24, 1995; 

(6) For blood gas analysis— 
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(i) Be qualified under § 493.1489(b)(1), 
(b)(2), (b)(3), (b)(4), or (b)(5); 

(ii) Have earned a bachelor’s degree 
in respiratory therapy or cardio-
vascular technology from an accredited 
institution; or 

(iii) Have earned an associate degree 
related to pulmonary function from an 
accredited institution; or 

(7) For histopathology, meet the 
qualifications of § 493.1449 (b) or (l) to 
perform tissue examinations. 

[57 FR 7172, Feb. 28, 1992, as amended at 58 
FR 5236, Jan. 19, 1993; 58 FR 39155, July 22, 
1993; 60 FR 20050, Apr. 24, 1995] 

§ 493.1491 Technologist qualifications 
on or before February 28, 1992. 

In order to qualify as high com-
plexity testing personnel under 
§ 493.1489(b)(3), the individual must 
have met or could have met the fol-
lowing qualifications for technologist 
as they were in effect on or before Feb-
ruary 28, 1992. Each technologist 
must— 

(a) Possess a current license as a lab-
oratory technologist issued by the 
State, if such licensing exists; and 

(b)(1) Have earned a bachelor’s degree 
in medical technology from an accred-
ited university; or 

(2) Have successfully completed 3 
years of academic study (a minimum of 
90 semester hours or equivalent) in an 
accredited college or university, which 
met the specific requirements for en-
trance into a school of medical tech-
nology accredited by an accrediting 
agency approved by the Secretary, and 
has successfully completed a course of 
training of at least 12 months in such a 
school; or 

(3) Have earned a bachelor’s degree in 
one of the chemical, physical, or bio-
logical sciences and, in addition, has at 
least 1 year of pertinent full-time lab-
oratory experience or training, or both, 
in the specialty or subspecialty in 
which the individual performs tests; or 

(4)(i) Have successfully completed 3 
years (90 semester hours or equivalent) 
in an accredited college or university 
with the following distribution of 
courses— 

(A) For those whose training was com-
pleted before September 15, 1963. At least 
24 semester hours in chemistry and bi-
ology courses of which— 

(1) At least 6 semester hours were in 
inorganic chemistry and at least 3 se-
mester hours were in other chemistry 
courses; and 

(2) At least 12 semester hours in biol-
ogy courses pertinent to the medical 
sciences; or 

(B) For those whose training was com-
pleted after September 14, 1963. (1) 16 se-
mester hours in chemistry courses that 
included at least 6 semester hours in 
inorganic chemistry and that are ac-
ceptable toward a major in chemistry; 

(2) 16 semester hours in biology 
courses that are pertinent to the med-
ical sciences and are acceptable toward 
a major in the biological sciences; and 

(3) 3 semester hours of mathematics; 
and 

(ii) Has experience, training, or both, 
covering several fields of medical lab-
oratory work of at least 1 year and of 
such quality as to provide him or her 
with education and training in medical 
technology equivalent to that de-
scribed in paragraphs (b)(1) and (2) of 
this section; or 

(5) With respect to individuals first 
qualifying before July 1, 1971, the tech-
nologist— 

(i) Was performing the duties of a 
laboratory technologist at any time be-
tween July 1, 1961, and January 1, 1968, 
and 

(ii) Has had at least 10 years of perti-
nent laboratory experience prior to 
January 1, 1968. (This required experi-
ence may be met by the substitution of 
education for experience); or 

(6) Achieves a satisfactory grade in a 
proficiency examination approved by 
HHS. 

[58 FR 39155, July 22, 1993] 

§ 493.1495 Standard; Testing personnel 
responsibilities. 

The testing personnel are responsible 
for specimen processing, test perform-
ance and for reporting test results. 

(a) Each individual performs only 
those high complexity tests that are 
authorized by the laboratory director 
and require a degree of skill commen-
surate with the individual’s education, 
training or experience, and technical 
abilities. 

(b) Each individual performing high 
complexity testing must— 
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(1) Follow the laboratory’s proce-
dures for specimen handling and proc-
essing, test analyses, reporting and 
maintaining records of patient test re-
sults; 

(2) Maintain records that dem-
onstrate that proficiency testing sam-
ples are tested in the same manner as 
patient specimens; 

(3) Adhere to the laboratory’s quality 
control policies, document all quality 
control activities, instrument and pro-
cedural calibrations and maintenance 
performed; 

(4) Follow the laboratory’s estab-
lished policies and procedures when-
ever test systems are not within the 
laboratory’s established acceptable lev-
els of performance; 

(5) Be capable of identifying problems 
that may adversely affect test perform-
ance or reporting of test results and ei-
ther must correct the problems or im-
mediately notify the general super-
visor, technical supervisor, clinical 
consultant, or director; 

(6) Document all corrective actions 
taken when test systems deviate from 
the laboratory’s established perform-
ance specifications; and 

(7) Except as specified in paragraph 
(c) of this section, if qualified under 
§ 493.1489(b)(5), perform high complexity 
testing only under the onsite, direct 
supervision of a general supervisor 
qualified under § 493.1461. 

(c) Exception. For individuals quali-
fied under § 493.1489(b)(5), who were per-
forming high complexity testing on or 
before January 19, 1993, the require-
ments of paragraph (b)(7) of this sec-
tion are not effective, provided that all 
high complexity testing performed by 
the individual in the absence of a gen-
eral supervisor is reviewed within 24 
hours by a general supervisor qualified 
under § 493.1461. 

[57 FR 7172, Feb. 28, 1992, as amended at 58 
FR 5236, Jan. 19, 1993; 60 FR 20050, Apr. 24, 
1995] 

Subparts N–P [Reserved] 

Subpart Q—Inspection 

SOURCE: 57 FR 7184, Feb. 28, 1992, unless 
otherwise noted. 

§ 493.1771 Condition: Inspection re-
quirements applicable to all CLIA- 
certified and CLIA-exempt labora-
tories. 

(a) Each laboratory issued a CLIA 
certificate must meet the requirements 
in § 493.1773 and the specific require-
ments for its certificate type, as speci-
fied in §§ 493.1775 through 493.1780. 

(b) All CLIA-exempt laboratories 
must comply with the inspection re-
quirements in §§ 493.1773 and 493.1780, 
when applicable. 

[63 FR 26737, May 14, 1998] 

§ 493.1773 Standard: Basic inspection 
requirements for all laboratories 
issued a CLIA certificate and CLIA- 
exempt laboratories. 

(a) A laboratory issued a certificate 
must permit CMS or a CMS agent to 
conduct an inspection to assess the lab-
oratory’s compliance with the require-
ments of this part. A CLIA-exempt lab-
oratory and a laboratory that requests, 
or is issued a certificate of accredita-
tion, must permit CMS or a CMS agent 
to conduct validation and complaint 
inspections. 

(b) General requirements. As part of 
the inspection process, CMS or a CMS 
agent may require the laboratory to do 
the following: 

(1) Test samples, including pro-
ficiency testing samples, or perform 
procedures. 

(2) Permit interviews of all personnel 
concerning the laboratory’s compli-
ance with the applicable requirements 
of this part. 

(3) Permit laboratory personnel to be 
observed performing all phases of the 
total testing process (preanalytic, ana-
lytic, and postanalytic). 

(4) Permit CMS or a CMS agent ac-
cess to all areas encompassed under the 
certificate including, but not limited 
to, the following: 

(i) Specimen procurement and proc-
essing areas. 

(ii) Storage facilities for specimens, 
reagents, supplies, records, and reports. 

(iii) Testing and reporting areas. 
(5) Provide CMS or a CMS agent with 

copies or exact duplicates of all records 
and data it requires. 

(c) Accessible records and data. A lab-
oratory must have all records and data 
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