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Summary Statement of Deficiencies

D1001 CERTIFICATE OF WAIVER TESTS
CFR(s): 493.15(e)

Laboratories eligible for a certificate of waiver must-- (1) Follow manufacturers' 
instructions for performing the test; and (2) Meet the requirements in subpart B, 
Certificate of Waiver, of this part.

This STANDARD is not met as evidenced by:
Based on surveyor review of waived testing supplies and an interview with the 
practice manager, the laboratory failed to keep records and documentation for the 
waived Coagu Check XS PT/INR test and for the Assure Platinum Finger Stick 
Glucose test. Findings: At approximately 11 AM on September 4, 2018 it was 
confirmed by the practice manager that the laboratory did not have the following 
records for the waived testing performed in the laboratory: 1. There was no package 
inserts available for the Coagu Check XS PT/INR test therefore it was impossible to 
determine if any QC was required by the manufacturer and to determine the proper 
steps the laboratory is required to follow to perform the PT/INR test. No records of lot 
numbers and expiration dates. 2. There was no package inserts available for the 
Assure Platinum Finger stick Glucose test and the laboratory had no documentation of 
lot numbers and expiration dates.

D5209 PERSONNEL COMPETENCY ASSESSMENT POLICIES
CFR(s): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish 
and follow written policies and procedures to assess employee and, if applicable, 
consultant competency.
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This STANDARD is not met as evidenced by:
Based on surveyor's review of laboratory records and an interview with the practice 
manager, the laboratory failed to establish a comprehensive written policy and 
procedure that includes the six required components that assess testing personnel's 
competency, twice annually during the first year of testing and annually thereafter. 
The six required components are: 1. direct observation of routine patient test 
performance, including preparation. specimen handling and testing; 2. monitoring the 
recording and reporting of test results; 3. review of intermediate results of worksheets, 
quality control records, proficiency testing results, and preventive maintenance 
records; 4. direct observation of performance of instrument maintenance and function 
checks; 5. assessment of test performance through testing previously analyzed 
specimens, internal blind testing samples or external proficiency testing samples; and, 
6. assessment of problem solving skills.

D5217 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or 
procedure it performs that is not included in subpart I of this part.

This STANDARD is not met as evidenced by:
Based on lack of twice per year verification records and confirmed in an interview 
with the practice manager at the time of the survey, the laboratory failed to verify 
twice annually the accuracy of test results for the Activated Clotting Time (ACT) 
testing after initiating patient testing in 2015. FINDINGS: 1. The practice manager 
confirmed on 9/4/2018 at approximately 11:00 AM that the laboratory did not perform 
twice per year verification when initiated ACT testing using the Hemochron Signature 
Elite device in September 2015 up to survey date. To fulfill the twice per year 
verification requirement, the laboratory is currently enrolled in PT for ACT for the 
third event of 2018. 2. Approximately 900 patients were tested for ACT during the 
above time frames.

D5291 GENERAL LABORATORY SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1239(a)

The laboratory must establish and follow written policies and procedures for an 
ongoing mechanism to monitor, assess, and, when indicated, correct problems 
identified in the general laboratory systems requirements specified at 493.1231 
through 493.1236. 

This STANDARD is not met as evidenced by:
Based on a lack of policies and procedures and confirmed in an interview with the 
practice manager at the time of this survey, the laboratory failed to establish and 
follow a written Quality Assessment (QA) policy and procedure for an ongoing 
mechanism to monitor, assess, and when indicated correct problems that may occur in 
the laboratory testing.

D5403 PROCEDURE MANUAL
CFR(s): 493.1251(b)

The procedure manual must include the following when applicable to the test 



procedure: (1) Requirements for patient preparation; specimen collection, labeling, 
storage, preservation, transportation, processing, and referral; and criteria for 
specimen acceptability and rejection as described in 493.1242. (2) Microscopic 
examination, including the detection of inadequately prepared slides. (3) Step-by-step 
performance of the procedure, including test calculations and interpretation of results. 
(4) Preparation of slides, solutions, calibrators, controls, reagents, stains, and other 
materials used in testing. (5) Calibration and calibration verification procedures. (6) 
The reportable range for test results for the test system as established or verified in 
493.1253. (7) Control procedures. (8) Corrective action to take when calibration or 
control results fail to meet the laboratory's criteria for acceptability. (9) Limitations in 
the test methodology, including interfering substances. (10) Reference intervals 
(normal values). (11) Imminently life-threatening test results, or panic or alert values. 
(12) Pertinent literature references. (13) The laboratory's system for entering results in 
the patient record and reporting patient results including, when appropriate, the 
protocol for reporting imminently life threatening results, or panic, or alert values. 
(14) Description of the course of action to take if a test system becomes inoperable. 

This STANDARD is not met as evidenced by:
Based on a surveyor's review of the Hemochron Signature Elite device operating 
manual and an interview and confirmed with the practice manager, the laboratory 
failed to have a written procedure manual that is comprehensive, up-to-date, and 
accurate. FINDINGS: The procedure manual did not include: 1. A procedure 
describing sample collection, preparation, handling and testing and when final results 
are entered into the patients' chart; 2. A procedure describing Quality Control (QC) to 
include the frequency of Electronic Quality Control (EQC) and the frequency of 
Liquid Quality Control (LQC); 3. A procedure for Proficiency Testing (PT).

D5421 ESTABLISHMENT AND VERIFICATION OF PERFORMANCE
CFR(s): 493.1253(b)(1)

Each laboratory that introduces an unmodified, FDA-cleared or approved test system 
must do the following before reporting patient test results: (1)(i) Demonstrate that it 
can obtain performance specifications comparable to those established by the 
manufacturer for the following performance characteristics: (1)(i)(A) Accuracy. (1)(i)
(B) Precision. (1)(i)(C) Reportable range of test results for the test system. (1)(ii) 
Verify that the manufacturer's reference intervals (normal values) are appropriate for 
the laboratory's patient population.

This STANDARD is not met as evidenced by:
Based on the surveyor's review of laboratory records and an interview with the 
practice manager, the laboratory failed to have validation records for the Hemochron 
Signature Elite device used for Activated Clotting Time (ACT) testing. FINDINGS: 
On September 4, 2018 at approximately 11:00 AM the practice manager confirmed 
surveyor's findings that verification of performance specifications was not performed 
for the Hemochron Signature Elite device when ACT testing was initiated in 
September 2015.

D5441 CONTROL PROCEDURES
CFR(s): 493.1256(a)(b)(c)(g)

(a) For each test system, the laboratory is responsible for having control procedures 



that monitor the accuracy and precision of the complete analytic process. (b) The 
laboratory must establish the number, type, and frequency of testing control materials 
using, if applicable, the performance specifications verified or established by the 
laboratory as specified in 493.1253(b)(3). (c) The control procedures must-- (c)(1) 
Detect immediate errors that occur due to test system failure, adverse environmental 
conditions, and operator performance. (c)(2) Monitor over time the accuracy and 
precision of test performance that may be influenced by changes in test system 
performance and environmental conditions, and variance in operator performance. (g) 
The laboratory must document all control procedures performed. 

This STANDARD is not met as evidenced by:
Based on lack of Quality Control (QC) records and confirmed in an interview with the 
practice manager at the time of the survey, the laboratory failed to have a written 
quality control plan (QCP) as part of their individualized quality control plan (IQCP) 
for testing ACT using Hemochron Signature Elite device. Findings: 1. On September 
4, 2018 at approximately 11:00 AM the practice manager confirmed surveyor's 
findings that the laboratory failed to perform Electronic Quality Control (EQC)) or 
Liquid Quality Control (LQC) as required by the manufacturer of the Hemochron 
Signature Elite device from September 2015, when ACT testing was initiated, through 
the survey date. 2. Approximately 900 patients were tested for ACT during the above 
time frames.

D5445 CONTROL PROCEDURES
CFR(s): 493.1256(d)(1)(2)(g)

Unless CMS Approves a procedure, specified in Appendix C of the State Operations 
Manual (CMS Pub. 7), that provides equivalent quality testing, the laboratory must-- 
(d)(1) Perform control procedures as defined in this section unless otherwise specified 
in the additional specialty and subspecialty requirements at 493.1261 through 
493.1278. (d)(2) For each test system, perform control procedures using the number 
and frequency specified by the manufacturer or established by the laboratory when 
they meet or exceed the requirements in paragraph (d)(3) of this section. (g) The 
laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:
Based on the surveyor's review of the laboratory's records and an interview with the 
practice manager, the laboratory failed to establish a Risk Assessment (RA) plan as 
part of the Individual Quality Control Plan (IQCP) for the ACT Test. Findings: The 
practice manager confirmed during the September 4, 2018 onsite survey that the 
laboratory director failed to establish a Risk Assessment (RA) plan to include all 
phases of coagulation testing using the Hemochron Signature Elite device, to include 
potential sources of error for the five Risk Assessment Components: Specimen, Test 
System, Reagent, Environment, and Testing Personnel.

D6000 MODERATE COMPLEXITY LABORATORY DIRECTOR
CFR(s): 493.1403

The laboratory must have a director who meets the qualification requirements of 493.
1405 of this subpart and provides overall management and direction in accordance 
with 493.1407 of this subpart. 



This CONDITION is not met as evidenced by:
Based on surveyor findings and interview with the practice manager, the laboratory 
director failed to provide overall management of the laboratory. The laboratory 
director failed to ensure that the laboratory: 1. Had a director who meets the 
qualification requirements and obtained appropriate certification from September 
2015 to May 2018; 2. Maintained the laboratory's QC program for coagulation, refer 
to D6020; 3. Established and maintained QA program for all phases of laboratory 
testing, refer to D6021; 4. Performed annual competency evaluation for the testing 
personnel performing moderate complexity, refer to D6054.

D6003 LABORATORY DIRECTOR QUALIFICATIONS
CFR(s): 493.1405 AND 493.1406

The laboratory director must be qualified to manage and direct the laboratory 
personnel and the performance of moderate complexity tests and must be eligible to 
be an operator of a laboratory within the requirements of subpart R of this part. (a) 
The laboratory director must possess a current license as a laboratory director issued 
by the State in which the laboratory is located, if such licensing is required; and (b) 
The laboratory director must-- (b)(1)(i) Be a doctor of medicine or doctor of 
osteopathy licensed to practice medicine or osteopathy in the State in which the 
laboratory is located; and (b)(1)(ii) Be certified in anatomic or clinical pathology, or 
both, 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 (b)(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 (b)(2)(ii) Have had laboratory training or 
experience consisting of: (b)(2)(ii)(A) At least one year directing or supervising non-
waived laboratory testing; or (b)(2)(ii)(B) Beginning September 1, 1993, have at least 
20 continuing medical education credit hours in laboratory practice commensurate 
with the director responsibilities defined in 493.1407; or (b)(2)(ii)(C) Laboratory 
training equivalent to paragraph (b)(2)(ii)(B) of this section obtained during medical 
residency. (For example, physicians certified either in hematology or hematology and 
medical oncology by the American Board of Internal Medicine); or (b)(3) Hold an 
earned doctoral degree in a chemical, physical, biological, or clinical laboratory 
science from an accredited institution; and (b)(3)(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 Laboratory 
Immunology; or (b)(3)(ii) Have had at least one year experience directing or 
supervising non-waived laboratory testing; (b)(4)(i) Have earned a master's degree in 
a chemical, physical, biological or clinical laboratory science or medical technology 
from an accredited institution; (b)(4)(ii) Have at least one year of laboratory training 
or experience, or both in non-waived testing; and (b)(4)(iii) In addition, have at least 
one year of supervisory laboratory experience in non-waived testing; or (b)(5)(i) Have 
earned a bachelor's degree in a chemical, physical, or biological science or medical 
technology from an accredited institution; (b)(5)(ii) Have at least 2 years of laboratory 
training or experience, or both in non-waived testing; and (b)(5)(iii) In addition, have 
at least 2 years of supervisory laboratory experience in non-waived testing; (b)(6) Be 
serving as a laboratory director and must have previously qualified or could have 
qualified as a laboratory director under 493.1406; or (b)(7) On or before February 28, 
1992, qualified under State law to direct a laboratory in the State in which the 
laboratory is located. Laboratory director qualifications on or before February 28, 
1992 The laboratory director must be qualified to manage and direct the laboratory 



personnel and test performance. (a) The laboratory director must possess a current 
license as a laboratory director issued by the State, if such licensing exists; and (b) 
The laboratory director must: (b)(1) Be a physician certified in anatomical or clinical 
pathology (or both) 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; (b)(2) Be a physician who: (b)(2)(i) Is certified by the American 
Board of Pathology or the American Osteopathic Board of Pathology in at least one of 
the laboratory specialties; or (b)(2)(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 
(b)(2)(iii) Is certified by the American Society of Cytology to practice cytopathology 
or possesses qualifications that are equivalent to those required for such certification; 
or (b)(2)(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 acquiring 
proficiency in one of the laboratory specialties; (b)(3) For the subspecialty of oral 
pathology only, be certified by the American Board of Oral Pathology, American 
Board of Pathology or the American Osteopathic Board of Pathology or possesses 
qualifications that are equivalent to those required for certification; (b)(4) Hold an 
earned doctoral degree from an accredited institution with a chemical, physical, or 
biological science as a major subject and (b)(4)(i) 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 acceptable to HHS in one of 
the laboratory specialties; or (b)(4)(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 acquiring proficiency in one of the laboratory specialties; (b)(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 addition, either: (b)(5)(i) Was a physician and subsequent to graduation had at 
least 4 years of pertinent full-time laboratory experience; (b)(5)(ii) Held a master's 
degree from an accredited institution with a chemical, physical, or biological science 
as a major subject and subsequent to graduation had at least 4 years of pertinent full-
time laboratory experience; (b)(5)(iii) Held a bachelor's degree from an accredited 
institution with a chemical, physical, or biological science as a major subject and 
subsequent to graduation had at least 6 years of pertinent full-time laboratory 
experience; or (b)(5)(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 (b)(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 requirement in paragraph (b)(5) of this section may be 
extended 1 year for each year of full-time laboratory experience obtained before 
January 1, 1958 required by State law for a laboratory 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 approval by October 21, 1975 and 
had been employed in a laboratory for at least 3 years of the 5 years preceding the 
date of submission of his qualifications. 

This STANDARD is not met as evidenced by:
Based on surveyor interview with the practice manager, the laboratory did not have a 
qualified Laboratory Director (LD) from September 2015 through August 2016 and 
failed to obtain appropriate certification from September 2015 to May 2018. Findings: 
1. On September 4, 2018 at approximately 11:00 AM the practice manager confirmed 
that the laboratory was issued a certificate of Waiver in September 2015. The 



laboratory initiated Moderate Complexity testing in September 2015. The LD failed to 
meet the qualifications, an acceptable training, or experience required to be qualified 
as the LD of a Compliance laboratory from September 2015 when moderate 
complexity testing was initiated up to May 2018. 2. The laboratory initiated Moderate 
Complexity testing in September 2015 and failed to obtain the appropriate 
certification from September 2015 to May 2018.

D6020 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(5)

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. (e) The laboratory 
director must-- (e)(5) Ensure that the quality control program is established and 
maintained to assure the quality of laboratory services provided. 

This STANDARD is not met as evidenced by:
Based on lack of quality control (QC) records and confirmed in an interview at the 
time of this survey with the practice manager, the laboratory director failed to ensure 
that the QC program for coagulation testing was maintained to assure quality of 
laboratory services. Refer to: D1001, D5421, D5441, D5445

D6021 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(5)

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. (e) The laboratory 
director must-- (e)(5) Ensure that quality assessment programs are established and 
maintained to assure the quality of laboratory services provided. 

This STANDARD is not met as evidenced by:
Based on lack of quality assessment (QA) policy and confirmed in an interview with 
the practice manager at the time of the survey, the laboratory director failed to ensure 
that the laboratory established and maintained a QA program as part of the 
laboratory's overall quality systems program. Refer to D1001, D5209, D5211, D5217, 
D5291, D5403, D5421

D6054 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the 
performance of individuals responsible for moderate complexity testing at least 
annually, after the first year.

This STANDARD is not met as evidenced by:
Based on the surveyor's review of personnel records and an interview with the 
practice manager, the laboratory director, acting as the technical consultant, failed to 



perform annual competency evaluations for the testing personnel for the 2015, 2016, 
and 2017 calendar years. Refer to: D5209


