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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 The survey was performed on 07/31/18 through 08/02/18. The laboratory was found

out of compliance with the following CLIA regulation: 493.1447; D6108: Technical
Supervisor The findings were reviewed with the chief executive officer, quality
assessment/risk management nurse, technical consultant/general supervisor #2, and
laboratory supervisor during an exit conference performed at the conclusion of the
survey.

D2015 TESTING OF PROFICIENCY TESTING SAMPLES
CFR(s): 493.801(b)(5)(6)

(5) The laboratory must document the handling, preparation, processing, examination,
and each step in the testing and reporting of results for all proficiency testing samples.
The laboratory must maintain a copy of al records, including a copy of the
proficiency testing program report forms used by the laboratory to record proficiency
testing results including the attestation statement provided by the PT program, signed
by the analyst and the laboratory director, documenting that proficiency testing
samples were tested in the same manner as patient specimens, for a minimum of two
years from the date of the proficiency testing event. (6) PT isrequired for only the test
system, assay, or examination used as the primary method for patient testing during
the PT event.

This STANDARD is not met as evidenced by:

Based on areview of records and interview with technical consultant/general
supervisor #2, the laboratory failed to ensure proficiency testing attestation statements
had been signed by the laboratory director or designee. Findingsinclude: (1) On the
first day of the survey, the surveyor reviewed 2017 and 2018 proficiency testing
records. The following was identified for 4 of 15 testing events: (a) First 2017
Immunohematology Event (i) The attestation was not signed by the laboratory
director or designee (b) Second 2017 Immunohematology Event (i) The attestation
was not signed by the laboratory director or designee (c) Third 2017
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Immunohematology Event (i) The attestation was not signed by the laboratory
director or designee (d) First 2018 Immunohematology Event (i) The attestation was
not signed by the laboratory director or designee (2) The findings were reviewed with
technical consultant/general supervisor #2 who stated the attestations were not signed
asindicated above.

EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(a)

The laboratory must review and evaluate the results obtained on proficiency testing
performed as specified in subpart H of this part.

This STANDARD is not met as evidenced by:

Based on areview of records and interview with technical consultant/general
supervisor #2, the laboratory failed to thoroughly review and evaluate proficiency
testing results. Findingsinclude: (1) On thefirst day of the survey, the surveyor
reviewed 2017 and 2018 proficiency testing records. The following biases (the biases
were identified using the SDI (Standard Deviation Index) values assigned by the
proficiency testing program) were identified: (a) Second 2017 Chemistry Core Event
(i) Albumin - 3 of 5 results exhibited a negative bias (aa) CH - 06 - SDI -2.5 (bb) CH -
08 - SDI -2.0 (cc) CH - 09 - SDI -2.5 (b) Third 2017 Chemistry Core Event (i) WBC
(White Blood Cell) - 3 of 5 results exhibited a negative bias (aa) XE - 11 - SDI -2.3
(bb) XE - 12 - SDI -2.8 (cc) XE - 13 - SDI -2.4 (2) The surveyor could not locate
evidence in the records proving the biases had been identified and addressed; (3) The
surveyor reviewed the above findings with technical consultant/general supervisor #2
who stated the biases had not been documented as addressed.

PROCEDURE MANUAL
CFR(s): 493.1251(a)

A written procedures manual for all tests, assays, and examinations performed by the
laboratory must be available to, and followed by, laboratory personnel. Textbooks
may supplement but not replace the laboratory's written procedures for testing or
examining specimens.

This STANDARD is not met as evidenced by:

Based on areview of the policy and procedure manual and interview with technical
consultant/general supervisor #2, the laboratory failed to follow written procedures for
Toxicology quality control testing and Immunohematology alarm function check
procedure. Findings include: TOXICOLOGY (1) On thefirst day of the survey,
technical consultant/general supervisor #2 stated to the surveyor Toxicology testing
was performed using the MedTox Profile |1 test kit; (2) On the second day of the
survey, the surveyor reviewed the written procedure titled, "URINE DRUG SCREEN
QC MONTHLY AND NEW BOX LOT CONTROL"; (3) The surveyor reviewed
quality control records from January 2017 through June 2018. There was no
indication the monthly quality control had been performed during November 2017;
(4) The surveyor reviewed the findings with the technical consultant/general
supervisor #2 who stated the procedure had not been followed as indicated above.
IMMUNOHEMATOLOGY (1) On thefirst day of the survey, technical consultant
/general supervisor #2 stated to the surveyor packed red blood cells were stored in the
laboratory Blood Bank Refrigerator 1; (2) On the second day of the survey, the
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surveyor reviewed the written procedure titled, "Alarm Check Procedure” which
stated, (a) "The blood storage refrigerator alarm should be checked monthly to be sure
that it functions properly." (3) The surveyor reviewed monthly alarm check records
from August 2016 through July 2018. For 5 of 24 months there was no indication the
laboratory staff followed their written procedure as follows: (a) Monthly Alarm Check
had not been performed between 08/16/17 and 02/17/18 (4) The surveyor reviewed
the findings with technical consultant/general supervisor #2 who stated that the
procedure had not been followed as indicated above.

TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(b)

The laboratory must define criteriafor those conditions that are essential for proper
storage of reagents and specimens, accurate and reliable test system operation, and
test result reporting. The criteria must be consistent with the manufacturer's
instructions, if provided. These conditions must be monitored and documented and, if
applicable, include the following: (1) Water quality. (2) Temperature. (3) Humidity.
(4) Protection of equipment and instruments from fluctuations and interruptions in
electrical current that adversely affect patient test results and test reports.

This STANDARD is not met as evidenced by:

Based on areview of records, manufacturer's instructions, and interview with
technical consultant/general supervisor #2, the laboratory failed to ensure an analyzer
was stored as required by the manufacturer. Findings include: (1) On thefirst day of
the survey, technical consultant/general supervisor #2 stated the following to the
surveyor: (a) CBC (Complete Blood Count) testing was performed on the Sysmex
1000i analyzer; (2) Later on thefirst day, the surveyor reviewed the manufacturer's
environmental requirements for the analyzer. The manufacturer required the relative
humidity be maintained within the range of 30-85%; (3) The surveyor reviewed
laboratory humidity records from January 2018 through July 2018 which verified the
humidity readings were less than 30% for 2 of 7 months asfollows: (a) January - 4 of
31 humidity readings were documented as less than 30% (days 4,5,13,14); (b)
February 2018 - 2 of 28 humidity readings was documented as less than 30% (days
7,11). (4) The surveyor reviewed the records with technical consultant/general
supervisor #2 who stated the humidity of the laboratory had been maintained below
30% as indicated above.

MAINTENANCE AND FUNCTION CHECKS
CFR(S): 493.1254(a)(1)

For unmodified manufacturer's equipment, instruments, or test systems, the laboratory
must perform and document maintenance as defined by the manufacturer and with at
least the frequency specified by the manufacturer.

This STANDARD is not met as evidenced by:

Based on areview of records, manufacturer's instructions, and interview with
technical consultant/general supervisor #2, the laboratory failed to follow the
manufacturer's instructions for performing maintenance procedures. Findings include:
(1) On thefirst day of the survey, technical consultant/general supervisor #2 stated to
the surveyor TSH (Thyroid Stimulating Hormone), CK-MB, Troponin T, BNP (Brain
Natriuretic Peptide), Myoglobin and PSA (Prostate Specific Antigen) testing was
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performed on the Roche Cobas e411 analyzer; (2) On the third day of the survey, the
surveyor reviewed the manufacturer's maintenance requirements as stated on the
manufacturer's maintenance logs. The requirements for weekly and every two weeks
maintenance were as follows: (a) Weekly (i) Clean Sipper Probe (ii) Clean Incubator
and aspiration stations (b) Every Two Weeks (i) Clean Rinse stations (ii) Perform
Liquid flow cleaning (3) The surveyor then reviewed maintenance records for 8
months (November 2017 through June 2018). The following was identified: (a) There
was no evidence the weekly maintenance had been performed: (a) Between 12/26/17
and 02/01/18 (b) Between 02/22/18 and 03/05/18 (b) There was no evidence the two
week maintenance had been performed: (a) Between 01/05/18 and 02/08/18 (b)
Between 03/20/18 and 04/09/18 (4) The surveyor reviewed the records with technical
consultant/general supervisor #2, who stated the maintenance had not been performed
asrequired.

CALIBRATION AND CALIBRATION VERIFICATION
CFR(S): 493.1255(b)

Unless otherwise specified in this subpart, for each applicable test system the
laboratory must do the following: Perform and document calibration verification
procedure - (b)(1) Following the manufacturer's calibration verification instructions;
(b)(2) Using the criteria verified or established by the laboratory under 493.1253(b)(3)
-- (b)(2)(i) Including the number, type, and concentration of the materials, aswell as
acceptable limits for calibration verification; and (b)(2)(ii) Including at least a
minimal (or zero) value, a mid-point value, and a maximum value near the upper limit
of the range to verify the laboratory's reportable range of test results for the test
system; and (b)(3) At least once every 6 months and whenever any of the following
occur: (b)(3)(i) A complete change of reagents for a procedure is introduced, unless
the laboratory can demonstrate that changing reagent |ot numbers does not affect the
range used to report patient test results, and control values are not adversely affected
by reagent lot number changes. (b)(3)(ii) Thereis major preventive maintenance or
replacement of critical parts that may influence test performance. (b)(3)(iii) Control
materials reflect an unusual trend or shift, or are outside of the laboratory's acceptable
limits, and other means of assessing and correcting unacceptable control valuesfail to
identify and correct the problem. (b)(3)(iv) The laboratory's established schedule for
verifying the reportable range for patient test results requires more frequent
calibration verification.

This STANDARD is not met as evidenced by:

Based on areview of records and interview with technical consultant/general
supervisor #2, the laboratory failed to perform calibration verification procedures at
least once every 6 months. Findingsinclude: (1) On the first day of the survey,
technical consultant/general supervisor #2 stated to the surveyor: (a) PSA (Prostate
Specific Antigen) testing was performed on the Roche Cobas e411 analyzer; (b)
Albumin, BUN (Blood Urea Nitrogen), Calcium, Cholesterol, Chloride, Creatinine,
Glucose, Potassium, Magnesium, Sodium, Triglyceride, ALP (Alkaline Phosphatase),
ALT (Alanine Aminotransferase), Amylase, AST( Aspartate Aminotransferase)
Lipase, Direct Bilirubin, Total Bilirubin, HDL (High Density Lipoprotein), LDL (Low
Density Lipoprotein), Acetaminophen, Digoxin, Phenytoin and Hemoglobin A1C
testing were performed on the Roche Cobas Integra 400+ analyzer. (2) On the third
day of the survey, the surveyor reviewed calibration verification records for the above
testing (since routine calibration procedures were performed using less than three
calibrators for the above analytes, calibration verification procedures, using three or
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more levels of calibration materials, were required every 6 months). There was no
evidence that calibration verification procedures had been performed: (a) PSA -
between 12/04/17 through the third day of the survey (due 06/04/18); (b) Albumin,
BUN, Calcium, Cholesterol, Chloride, Creatinine, Glucose, Potassium, Magnesium,
Sodium, Triglyceride, ALP, ALT, Amylase, AST, Lipase, Direct Bilirubin, Total
Bilirubin, HDL, LDL, Acetaminophen, Digoxin, Phenytoin and Hemoglobin A1C -
between 09/14/17 through the third day of the survey (due 03/14/18). (3) The surveyor
asked technical consultant/general supervisor #2 if additional calibration verification
procedures had been performed. Technical consultant/general supervisor #2 stated
calibration verification procedures had not been performed as indicated above.

CONTROL PROCEDURES
CFR(s): 493.1256(¢)(5)(0)

(e) For reagent, media, and supply checks, the laboratory must do the following: (e)
(5) Follow the manufacturer's specifications for using reagents, media, and supplies
and be responsible for results. (g) The laboratory must document all control
procedures performed.

This STANDARD is not met as evidenced by:

Based on areview of records, manufacturer's instructions, and interview with
technical consultant/general supervisor #2, the laboratory failed to follow the
manufacturer's specifications for establishing quality control ranges. Findings include:
(1) On thefirst day of the survey, technical consultant/general supervisor #2 stated the
following: (&) The Hemochron Jr. Signature + analyzer was used to perform testing
for the analytes PT (Prothrombin Time), INR (International Normalized Ratio) using
the Citrate PT cuvettes (venous samples) and PT cuvettes (capillary fingerstick whole
blood samples); and PTT (Partial Thromboplastin Time) using the Citrate PTT
cuvettes (venous samples); (b) Normal and abnormal controls were tested each month
and with new lot numbers of cuvettes. (2) On the second day of the survey, the
surveyor reviewed the manufacturer's instructions (package inserts) for the control
materials which stated, "1TC recommends that each institution establish its own
expected range of response based on the mean +/- 2 standard deviations of at least 20
repeated test results. The local mean values established should fall within the
manufacturer's acceptable performance range”; (3) The surveyor then reviewed
quality control records from December 2017 through May 2018. For 5 of 5 lot
numbers of quality control materials, the laboratory failed to follow the
manufacturer's instructions of at least 20 repeated test results. The following was
identified: (a) PT/INR - Capillary fingerstick whole blood (i) Normal Control lot#
E7DNPOO05 - put into use 12/01/17 (aa) The laboratory established control ranges
using 14 repeated test results (ii) Abnormal Control lot# J7DPAQOOS - put into use 02
/01/18 (aa) The laboratory established control ranges using 15 repeated test results (b)
Citrate PT/INR (i) Normal Control lot# E7TDNCO008 - put into use 02/01/18 (aa) The
laboratory established control ranges using 18 repeated test results (c) Citrate PTT (i)
Normal Control lot# E7TDNCO008 - put into use 02/01/18 (aa) The laboratory
established control ranges using 19 repeated test results (ii) Abnormal Control |ot#
A8DATO01 - put into use 03/15/18 (aa) The laboratory established control ranges
using 16 repeated test results (d) Citrate PT/INR (i) Abnormal Control |ot#
H7DACOQ08 - put into use 05/15/18 (aa) The laboratory established control ranges
using 15 repeated test results (4) The findings were discussed with technical consultant
/general supervisor #2 who stated the laboratory had not followed the manufacturer's
instructions for establishing quality control ranges.
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LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(e)(4)(i)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. () The laboratory
director must-- (e)(4)(i) Ensure that the proficiency testing samples are tested as
required under Subpart H of this part;

This STANDARD is not met as evidenced by:

Based on areview of records and interview with technical consultant/general
supervisor #2, the laboratory director failed to attest that, at the time of testing,
proficiency testing samples were tested in the same manner as patient specimens as
required under Subpart H. Findings include: (1) On thefirst day of the survey, the
surveyor reviewed 2017 and 2018 proficiency testing records. It was identified for 5
of 15 events, the attestation statements had been signed approximately 1-6 months
after the samples had been tested (not within atimeframe for the director to attest that,
at the time of testing, the proficiency samples had been tested as required) as follows:
(@) First 2017 Hematol ogy/Coagulation Event - The samples had been tested on 03/27
/17 and the attestation statement had not been signed by the laboratory director until 05
/11/17; (b) Second 2017 Hematol ogy/Coagulation Event - The samples had been
tested on 07/27/17 and the attestation statement had not been signed by the laboratory
director until 11/10/17; (c) First 2017 Chemistry Miscellaneous Event - The samples
had been tested on 05/05/17 and the attestation statement had not been signed by the
laboratory director until 11/10/17; (d) Second 2017 Chemistry Core Event - The
samples had been tested on 06/06/17 and the attestation statement had not been signed
by the laboratory director until 11/10/17; (e) Third 2017 Chemistry Core Event - The
samples had been tested on 09/04/17 and the attestation statement had not been signed
by the laboratory director until 11/10/17. (2) The surveyor reviewed the findings with
technical consultant/general supervisor #2 and explained that attestation statements
must be signed within a timeframe to definitively attest to the fact that proficiency
samples were tested in the same manner as patient specimens.

LABORATORY TECHNICAL SUPERVISOR
CFR(S): 493.1447

The laboratory must have atechnical supervisor who meets the qualification
requirements of 493.1449 of this subpart and provides technical supervisionin
accordance with 493.1451 of this subpart.

This CONDITION is not met as evidenced by:

Based on areview of records and interview with technical consultant/general
supervisor #2, the technical supervisor failed to provide technical supervisionin
accordance with 493.1447 of this subpart. Findings include: (1) The technical
supervisor failed to ensure the individual who performed the duties and
responsibilities of the techical supervisor met the educational qualifications. Refer to
D6111.

TECHNICAL SUPERVISOR QUALIFICATIONS
CFR(S): 493.1449



(a) The technical supervisor must possess a current license issued by the State in
which the laboratory is located, if such licensing is required; and (b) The laboratory
may perform anatomic and clinical laboratory procedures and testsin all specialties
and subspecialties of services except histocompatibility and clinical cytogenetics
services provided the individual functioning as the technical supervisor-- (b)(1) Isa
doctor of medicine or doctor of osteopathy licensed to practice medicine or osteopathy
in the State in which the laboratory is located; and (b)(2) Is certified in both anatomic
and clinical pathology by the American Board of Pathology or the American
Osteopathic Board of Pathology or Possesses qualifications that are equivalent to
those required for such certification. (c) If the requirements of paragraph (b) of this
section are not met and the laboratory performs tests in the subspecialty of
bacteriology, the individual functioning as the technical supervisor must-- (c)(1)(i) Be
adoctor of medicine or doctor of osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory islocated; and (c)(1)(ii) Be certified in
clinical pathology by the American Board of Pathology or the American Osteopathic
Board of Pathology or possess qualifications that are equivalent to those required for
such certification; or (c)(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 (c)(2)(ii) Have at |east one year of
laboratory training or experience, or both, in high complexity testing within the
speciaty of microbiology with a minimum of 6 months experience in high complexity
testing within the subspecialty of bacteriology; or (c)(3)(i) Have an earned doctoral
degree in achemical, physical, biological or clinical laboratory science from an
accredited institution; and (c)(3)(ii) Have at least 1 year of |aboratory training or
experience, or both, in high complexity testing within the specialty of microbiology
with aminimum of 6 months experience in high complexity testing within the
subspecialty of bacteriology; or (c)(4)(i) Have earned a master's degree in a chemical,
physical, biological or clinical laboratory science or medical technology from an
accredited institution; and (c)(4)(ii) Have at least 2 years of |aboratory training or
experience, or both, in high complexity testing within the specialty of microbiology
with aminimum of 6 months experience in high complexity testing within the
subspecialty of bacteriology; or (c)(5)(i) Have earned a bachelor's degreein a
chemical, physical, or biological science or medical technology from an accredited
ingtitution; and (c)(5)(ii) Have at least 4 years of |aboratory training or experience, or
both, in high complexity testing within the specialty of microbiology with a minimum
of 6 months experience in high complexity 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 subspecialty of mycobacteriology, the individual
functioning as the technical supervisor must-- (d)(1)(i) Be a doctor of medicine or
doctor of osteopathy licensed to practice medicine or osteopathy in the State in which
the laboratory islocated; and (d)(1)(ii) Be certified in clinical pathology by the
American Board of Pathology or the American Osteopathic Board of Pathology or
possess qualifications that are equivalent to those required for such certification; or (d)
(2)(i) Be adoctor of medicine, doctor of osteopathy, or doctor or podiatric medicine
licensed to practice medicine, osteopathy, or podiatry in the State in which the
laboratory islocated; and (d)(2)(ii) Have at least 1 year of laboratory training or
experience, or both, in high complexity testing within the specialty of microbiology
with aminimum of 6 months experience in high complexity testing within the
subspecialty of mycobacteriology; or (d)(3)(i) Have an earned doctoral degreein a
chemical, physical, biological or clinical laboratory science from an accredited
ingtitution; and (d)(3)(ii) Have at least 1 year of laboratory training or experience, or
both, in high complexity testing within the specialty of microbiology with a minimum



of 6 months experience in high complexity testing within the subspecialty of
mycobacteriology; or (d)(4)(i) Have earned a master's degree in a chemical, physical,
biological or clinical laboratory science or medical technology from an accredited
ingtitution; and (d)(4)(ii) Have at least 2 years of |aboratory training or experience, or
both, in high complexity testing within the specialty of microbiology with a minimum
of 6 months experience in high complexity testing within the subspecialty of
mycobacteriology; or (d)(5)(i) Have earned a bachelor's degree in a chemical,
physical or biological science or medical technology from an accredited institution;
and (d)(5)(ii) Have at least 4 years of |aboratory training or experience, or both, in
high complexity testing within the specialty of microbiology with a minimum of 6
months experience in high complexity testing within the subspecialty of
mycobacteriology. (€) If the requirements of paragraph (b) of this section are not met
and the laboratory performs tests in the subspecialty of mycology, the individual
functioning as the technical supervisor must-- (€)(1)(i) Be adoctor of medicine or
doctor of osteopathy licensed to practice medicine or osteopathy in the State in which
the laboratory islocated; and (€)(1)(ii) Be certified in clinical pathology by the
American Board of Pathology or the American Osteopathic Board of Pathology or
possess qualifications that are equivalent to those required for such certification; or (€)
(2)(i) Be adoctor 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 (€)(2)(ii) Have at least 1 year of laboratory training or
experience, or both, in high complexity testing within the specialty of microbiology
with aminimum of 6 months experience in high complexity testing within the
subspecialty of mycology; or (e)(3)(i) Have an earned doctoral degreein achemical,
physical, biological or clinical laboratory science from an accredited institution; and
(e)(3)(ii) Have at least 1 year of laboratory training or experience, or both in high
complexity testing within the specialty of microbiology with a minimum of 6 months
experience in high complexity testing within the subspecialty 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 institution; and (€)(4)(ii)
Have at least 2 years of laboratory training or experience, or both, in high complexity
testing within the specialty of microbiology with a minimum of 6 months experience
in high complexity testing within the subspecialty of mycology; or (e)(5)(i) Have
earned a bachelor's degree in a chemical, physical or biological science or medical
technology from an accredited institution; and (e)(5)(ii) Have at least 4 years of
laboratory training or experience, or both, in high complexity testing within the
speciaty of microbiology with a minimum of 6 months experience in high complexity
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 subspecialty of
parasitology, the individual functioning as the technical supervisor must-- (f)(1)(i) Be
adoctor of medicine or adoctor of osteopathy licensed to practice medicine or
osteopathy in the State in which the |aboratory islocated; and (f)(1)(ii) Be certified in
clinical pathology by the American Board of Pathology or the American Osteopathic
Board of Pathology or possess qualifications that are equivalent to those required for
such certification; or (f)(2)(i) Be adoctor 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 (f)(2)(ii) Have at least one year of
laboratory training or experience, or both, in high complexity testing within the
specialty of microbiology with aminimum of 6 months experience in high complexity
testing within the subspecialty of parasitology; (f)(3)(i) Have an earned doctoral
degreein a chemical, physical, biological or clinical laboratory science from an
accredited institution; and (f)(3)(ii) Have at least 1 year of laboratory training or
experience, or both, in high complexity testing within the specialty of microbiology



with aminimum of 6 months experience in high complexity testing within the
subspecialty of parasitology; or (f)(4)(i) Have earned a master's degree in a chemical,
physical, biological or clinical laboratory science or medical technology from an
accredited institution; and (f)(4)(ii) Have at least 2 years of laboratory training or
experience, or both, in high complexity testing within the specialty of microbiology
with aminimum of 6 months experience in high complexity testing within the
subspecialty of parasitology; or (f)(5)(i) Have earned a bachelor's degreein a
chemical, physical or biological science or medical technology from an accredited
institution; and (f)(5)(ii) Have at least 4 years of |aboratory training or experience, or
both, in high complexity testing within the specialty of microbiology with aminimum
of 6 months experience in high complexity testing within the subspecialty of
parasitology. () If the requirements of paragraph (b) of this section are not met and
the laboratory performs tests in the subspecialty of virology, the individual
functioning as the technical supervisor must-- (g)(1)(i) Be adoctor of medicine or
doctor of osteopathy licensed to practice medicine or osteopathy in the State in which
the laboratory islocated; and (g)(1)(ii) Be certified in clinical pathology by the
American Board of Pathology or the American Osteopathic Board of Pathology or
possess qualifications that are equivalent to those required for such certification; or (g)
(2)(i) Be adoctor 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 (g)(2)(ii) Have at least 1 year of laboratory training or
experience, or both, in high complexity testing within the specialty of microbiology
with aminimum of 6 months experience in high complexity testing within the
subspecialty of virology; or (g)(3)(i) Have an earned doctoral degreein achemical,
physical, biological or clinical laboratory science from an accredited institution; and
(9)(3)(ii) Have at least 1 year of laboratory training or experience, or both, in high
complexity testing within the specialty of microbiology with a minimum of 6 months
experience in high complexity testing within the subspecialty of virology; or (g)(4)(i)
Have earned a master's degree in achemical, physical, biological or clinical
laboratory science or medical technology from an accredited institution; and (g)(4)(ii)
Have at least 2 years of laboratory training or experience, or both, in high complexity
testing within the specialty of microbiology with a minimum of 6 months experience
in high complexity testing within the subspecialty of virology; or (g)(5)(i) Have
earned a bachelor's degree in a chemical, physical or biological science or medical
technology from an accredited institution; and (g)(5)(ii) Have at least 4 years of
laboratory training or experience, or both, in high complexity testing within the
speciaty of microbiology with a minimum of 6 months experience in high complexity
testing within the subspecialty of virology. (h) If the requirements of paragraph (b) of
this section are not met and the laboratory performs testsin the specialty of diagnostic
immunology, the individual functioning as the technical supervisor must- (h)(1)(i) Be
adoctor of medicine or adoctor of osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory islocated; and (h)(1)(ii) Be certified in
clinical pathology by the American Board of Pathology or the American Osteopathic
Board of Pathology or possess qualifications that are equivalent to those required for
such certification; or (h)(2)(i) Be adoctor 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 (h)(2)(ii) Have at least 1 year of
laboratory training or experience, or both, in high complexity testing for the speciaty
of diagnostic immunology; or (h)(3)(i) Have an earned doctoral degreein achemical,
physical, biological or clinical laboratory science from an accredited institution; and
(h)(3)(ii) Have at least 1 year of laboratory training or experience, or both, in high
complexity testing within the specialty of diagnostic immunology; or (h)(4)(i) Have
earned a master's degree in achemical, physical, biological or clinical laboratory



science or medical technology from an accredited institution; and (h)(4)(ii) Have at
least 2 years of laboratory training or experience, or both, in high complexity testing
for the specialty of diagnostic immunology; or (h)(5)(i) Have earned a bachelor's
degreein a chemical, physical or biological science or medical technology from an
accredited institution; and (h)(5)(ii) Have at least 4 years of laboratory training or
experience, or both, in high complexity testing for the specialty of diagnostic
immunology. (i) If the requirements of paragraph (b) of this section are not met and
the laboratory performs tests in the specialty of chemistry, the individual functioning
as the technical supervisor must-- (i)(1)(i) Be adoctor of medicine or doctor of
osteopathy licensed to practice medicine or osteopathy in the State in which the
laboratory is located; and (i)(1)(ii) Be certified in clinical pathology by the American
Board of Pathology or the American Osteopathic Board of Pathology or possess
qualifications that are equivalent to those required for such certification; or (i)(2)(i) Be
adoctor 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 (i)(2)(ii) Have at least 1 year of |aboratory training or experience, or both,
in high complexity testing for the specialty of chemistry; or (i)(3)(i) Have an earned
doctoral degree in achemical, physical, biological or clinical laboratory science from
an accredited institution; and (i)(3)(ii) Have at least 1 year of |aboratory training or
experience, or both, in high complexity testing within the specialty of chemistry; or (i)
(4)(i) Have earned a master's degree in a chemical, physical, biological or clinical
laboratory science or medical technology from an accredited institution; and (i)(4)(ii)
Have at least 2 years of laboratory training or experience, or both, in high complexity
testing for the specialty of chemistry; or (i)(5)(i) Have earned a bachelor's degreein a
chemical, physical or biological science or medical technology from an accredited
institution; and (i)(5)(ii) Have at |least 4 years of |aboratory training or experience, or
both, in high complexity testing for the specialty of chemistry. (j) If the requirements
of paragraph (b) of this section are not met and the laboratory performstestsin the
specialty of hematology, the individual functioning as the technical supervisor must--
()(1)(1) Be adoctor of medicine or adoctor of osteopathy licensed to practice
medicine or osteopathy in the State in which the laboratory is located; and (j)(1)(ii) Be
certified in clinical pathology by the American Board of Pathology or the American
Osteopathic Board of Pathology or possess qualifications that are equivalent to those
required for such certification; or (j)(2)(i) Be adoctor of medicine, doctor of
osteopathy, or doctor of podiatric medicine licensed to practice medicine, osteopathy,
or podiatry in the State in which the laboratory islocated; and (j)(2)(ii) Have at |east
one year of laboratory training or experience, or both, in high complexity testing for
the specialty of hematology (for example, physicians certified either in hematology or
hematology and medical oncology by the American Board of Internal Medicine); or (j)
(3)(i) Have an earned doctoral degree in achemical, physical, biological or clinical
laboratory science from an accredited institution; and (j)(3)(ii) Have at least 1 year of
laboratory training or experience, or both, in high complexity testing within the
speciaty of hematology; or (j)(4)(i) Have earned a master's degree in a chemical,
physical, biological or clinical laboratory science or medical technology from an
accredited institution; and (j)(4)(ii) Have at least 2 years of |aboratory training or
experience, or both, in high complexity testing for the specialty of hematology; or (j)
(5)(i) Have earned a bachelor's degree in achemical, physical or biological science or
medical technology from an accredited institution; and (j)(5)(ii) Have at least 4 years
of laboratory training or experience, or both, in high complexity testing for the
speciaty of hematology. (k)(1) If the requirements of paragraph (b) of this section are
not met and the laboratory performs tests in the subspecialty of cytology, the
individual functioning as the technical supervisor must-- (k)(1)(i) Be adoctor of
medicine or adoctor of osteopathy licensed to practice medicine or osteopathy in the



State in which the laboratory is located; and (k)(1)(ii) Meet one of the following
requirements-- (k)(1)(ii)(A) Be certified in anatomic pathology by the American
Board of Pathology or the American Osteopathic Board of Pathology or possess
qualifications that are equivalent to those required for such certification; or (k)(1)(ii)
(B) Be certified by the American Society of Cytology to practice cytopathology or
possess qualifications that are equivalent to those required for such certification; (1) If
the requirements of paragraph (b) of this section are not met and the laboratory
performstests in the subspecialty of histopathology, the individual functioning as the
technical supervisor must-- (1)(1) Meet one of the following requirements: (1)(1)(i)(A)
Be adoctor of medicine or a doctor of osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory is located; and (1)(1)(i)(B) Be certified
in anatomic pathology by the American Board of Pathology or the American
Osteopathic Board of Pathology or possess qualifications that are equivalent to those
required for such certification; (1)(1)(ii) Anindividual qualified under 493.1449(b) or
paragraph (1)(1) of this section may delegate to an individual who isaresident in a
training program leading to certification specified in paragraph (b) or (1)(1)(i)(B) of
this section, the responsibility for examination and interpretation of histopathology
specimens. (1)(2) For tests in dermatopathology, meet one of the following
requirements: (1)(2)(i)(A) Be adoctor of medicine or doctor of osteopathy licensed to
practice medicine or osteopathy in the State in which the laboratory is located and-- (1)
(2)(i)(B) Meet one of the following requirements: (1)(2)(i)(B)(1) Be certified in
anatomic pathology by the American Board of Pathology or the American
Osteopathic Board of Pathology or possess qualifications that are equivalent to those
required for such certification; or (1)(2)(i)(B)(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 (1)(2)(i)(B)
(3) Becertified in dermatology by the American Board of Dermatology or possess
qualifications that are equivalent to those required for such certification; or (1)(2)(ii)
Anindividual qualified under 493.1449(b) or paragraph (1)(2)(i) of this section may
delegate to an individual who isaresident in atraining program leading to
certification specified in paragraphs (b) or (1)(2)(i)(B) of this section, the
responsibility for examination and interpretation of dermatopathology specimens. (1)
(3) For tests in ophthalmic pathology, meet one of the following requirements: (1)(3)(i)
(A) Be adoctor of medicine or doctor of osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory islocated and-- (1)(3)(i)(B) Must meet
one of the following requirements: (1)(3)(i)(B)(1) Be certified in anatomic pathology
by the American Board of Pathology or the American Osteopathic Board of Pathology
or possess qualifications that are equivalent to those required for such certification; or
(N(3)(1)(B)(2) Be certified by the American Board of Ophthalmology or possess
qualifications that are equivalent to those required for such certification and have
successfully completed at least 1 year of formal post-residency fellowship training in
ophthalmic pathology; or (1)(3)(ii) An individual qualified under 493.1449(b) or
paragraph (1)(3)(i) of this section may delegate to an individual who isaresidentin a
training program leading to certification specified in paragraphs (b) or (1)(3)(i)(B) of
this section, the responsibility for examination 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 subspecialty of oral pathology, the individual
functioning as the technical supervisor must meet one of the following requirements:
(m)(21)(i) Be adoctor of medicine or adoctor of osteopathy licensed to practice
medicine or osteopathy in the State in which the laboratory is located and-- (m)(1)(ii)
Be certified in anatomic pathology by the American Board of Pathology or the
American Osteopathic Board of Pathology or possess qualifications that are
equivalent to those required for such certification; or (m)(2) Be certified in oral



pathology by the American Board of Ora Pathology or possess qualifications for such
certification; or (m)(3) Anindividual qualified under 493.1449(b) or paragraph (m)(1)
or (2) of this section may delegate to an individual who isaresident in atraining
program leading to certification specified in paragraphs (b) or (m)(1) or (2) of this
section, the responsibility for examination and interpretation of oral pathology
specimens. (n) If the requirements of paragraph (b) of this section are not met and the
laboratory performs testsin the specialty of radiobioassay, the individual functioning
as the technical supervisor must-- (n)(1)(i) Be adoctor of medicine or a doctor of
osteopathy licensed to practice medicine or osteopathy in the State in which the
laboratory is located; and (n)(1)(ii) Be certified in clinical pathology by the American
Board of Pathology or the American Osteopathic Board of Pathology or possess
qualifications that are equivalent to those required for such certification; or (n)(2)(i)
Be adoctor of medicine, doctor of osteopathy, or doctor of podiatric medicine
licensed to practice medicine, osteopathy, or podiatry in the State in which the
laboratory islocated; and (n)(2)(ii) Have at least 1 year of laboratory training or
experience, or both, in high complexity testing for the specialty of radiobioassay; or
(n)(3)(i) Have an earned doctoral degree in achemical, physical, biological or clinical
laboratory science from an accredited institution; and (n)(3)(ii) Have at least 1 year of
laboratory training or experience, or both, in high complexity testing within the
specialty of radiobioassay; or (n)(4)(i) Have earned a master's degree in a chemical,
physical, biological or clinical laboratory science or medical technology from an
accredited institution; and (n)(4)(ii) Have at least 2 years of laboratory training or
experience, or both, in high complexity testing for the specialty of radiobioassay; or
(n)(5)(i) Have earned a bachelor's degree in achemical, physical or biological science
or medical technology from an accredited institution; and (n)(5)(ii) Have at least 4
years of laboratory training or experience, or both, in high complexity testing for the
specialty of radiobioassay. (0) If the laboratory performs tests in the specialty of
histocompatibility, the individual functioning as the technical supervisor must either--
(0)(1)(i) Be adoctor of medicine, doctor of osteopathy, or doctor of podiatric
medicine licensed to practice medicine, osteopathy, or podiatry in the State in which
the laboratory islocated; and (0)(1)(ii) Have training or experience that meets one of
the following requirements:. (0)(1)(ii)(A) Have 4 years of laboratory training or
experience, or both, within the specialty of histocompatibility; or (0)(1)(ii)(B)(1) Have
2 years of |aboratory training or experience, or both, in the specialty of general
immunology; and (0)(2)(ii)(B)(2) Have 2 years of laboratory training or experience, or
both, in the specialty of histocompatibility; or (0)(2)(i) Have an earned doctoral
degreein abiological or clinical laboratory science from an accredited institution; and
(0)(2)(ii) Have training or experience that meets one of the following requirements: (0)
(2)(i1)(A) Have 4 years of laboratory training or experience, or both, within the
speciaty of histocompatibility; or (0)(2)(ii)(B)(1) Have 2 years of |aboratory training
or experience, or both, in the specialty of general immunology; and (0)(2)(ii)(B)(2)
Have 2 years of |aboratory training or experience, or both, in the specialty of
histocompatibility. (p) If the laboratory performstestsin the specialty of clinical
cytogenetics, the individual functioning as the technical supervisor must-- (p)(1)(i) Be
adoctor 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 (p)(1)(ii) Have 4 years of training or experience, or both, in genetics, 2 of
which have beenin clinical cytogenetics; or (p)(2)(i) Hold an earned doctoral degree
in abiological science, including biochemistry, or clinical laboratory science from an
accredited institution; and (p)(2)(ii) Have 4 years of training or experience, or both, in
genetics, 2 of which have been in clinical cytogenetics. () If the requirements of
paragraph (b) of this section are not met and the laboratory performs testsin the
speciaty of immunohematology, the individual functioning as the technical supervisor



must-- (q)(1)(i) Be adoctor of medicine or adoctor of osteopathy licensed to practice
medicine or osteopathy in the State in which the laboratory is located; and (q)(2)(ii)
Be certified in clinical pathology by the American Board of Pathology or the
American Osteopathic Board of Pathology or possess qualifications that are
equivalent to those required for such certification; or (q)(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
(9)(2)(ii) Have at least one year of laboratory training or experience, or both, in high
complexity testing for the specialty of immunohematology. Note: The technical
supervisor requirements for "laboratory training or experience, or both" in each
specialty or subspecialty may be acquired concurrently in more than one of the
specialties or subspecialties of service. For example, an individual, who has a doctoral
degree in chemistry and additionally has documentation of 1 year of laboratory
experience working concurrently in high complexity testing in the specialties of
microbiology and chemistry and 6 months of that work experience included high
complexity testing in bacteriology, mycology, and mycobacteriology, would qualify
asthe technical supervisor for the specialty of chemistry and the subspecialties of
bacteriology, mycology, and mycobacteriology.

This STANDARD is not met as evidenced by:

Based on areview of records and interview with technical consultant/general
supervisor #2, the technical supervisor failed to ensure the individual who performed
the duties and responsibilities of the technical supervisor, met the qualifications.
Findingsinclude: (1) On thefirst day of the survey, the surveyor reviewed records for
testing person #4 who performed high complexity testing (ABO/Rh, Antibody Screen
and Compatibility testing) in 2017. The records indicated the evaluations for the
testing person had been performed by an individual who did not meet the regul atory
qualification requirements of the technical supervisor: (a) Testing Person #4 (i) The 02
/20/17 semi-annual evaluation had been performed by a person who qualified asa
general supervisor (bachelor degree with at least 2 years of training/experience in high
complexity testing). (2) The surveyor explained to technical consultant/general
supervisor #2 that all components of the semi-annual competency evaluations must be
performed by a person who qualifies as a technical supervisor (493.1449 (q) an
individual with an MD or DO with a current medical license in state of |aboratory's
location and certified in anatomic pathology by ABP or AOBP or equivalent
qualifications or resident in a program leading to ABP or AOBP certification in
anatomic and clinical pathology who performs duties delegated by the technical
supervisor for histopathology). NOTE: The regulations only allow for the general
supervisor to perform initial training and annual competency evaluations as stated at
493.1463 " Standard; General supervisor responsibilities: (b)(3) Providing orientation
to al testing personnel; and (b)(4) Annually evaluating and documenting the
performance of all testing personnel”



