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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D0000 A Certification Survey was performed on October 11, 2018 at Family Dermatology

Specidists, LLC, CLIA ID # 19D0456688. The laboratory was found in compliance
with 42 CFR 493 Requirements for Laboratories; however, standard level deficiencies
were cited.

D5805 TEST REPORT
CFR(s): 493.1291(c)

The test report must indicate the following: (c)(1) For positive patient identification,
either the patient's name and identification number, or a unigque patient identifier and
identification number. (c)(2) The name and address of the laboratory |ocation where
the test was performed. (c)(3) The test report date. (c)(4) The test performed. (c)(5)
Specimen source, when appropriate. (c)(6) The test result and, if applicable, the units
of measurement or interpretation, or both. (c)(7) Any information regarding the
condition and disposition of specimens that do not meet the laboratory's criteriafor
acceptability.

This STANDARD is not met as evidenced by:

Based on record review and interview with personnel, the laboratory failed to include
the name and/or address of the laboratory on patient final reports for Histopathol ogy
testing. Findings: 1. Review of random selection of Histopathology patient test
records from October 24, 2017 through October 9, 2018 revealed the laboratory
utilized an office visit form and "Operative Report" form for patient test results. 2. In
interview on October 11, 2018 at approximately 10:30 am, Personnel 3 stated the
laboratory utilizes the office visit and "Operative Report” forms as their patient
reports. Personnel 3 stated the operative report is a more detailed report of the office
visit that includes the doctor's electronic signature. 3. Review of the patient test
reports revealed the office visit forms did not include the address of the laboratory. 4.
Further review of the random selection of patient test reports revealed the following
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five (5) of ten (10) patient reports reviewed did not include the name and/or address of
the laboratory where testing was performed: May 1, 2018: Patient 1; laboratory name
not listed on "Operative Report" June 26, 2018: Patient 2: laboratory name and
address not listed on "Operative Report” July 10, 2018: Patient 3: laboratory name and
address not listed on "Operative Report” September 11, 2018: Patient 4: |aboratory
name and address not listed on "Operative Report” October 9, 2018: Patient 5:
laboratory name and address not listed on "Operative Report” 5. In interview on
October 11, 2018 at approximately 10:47 am, Personnel 3 stated the office visit forms
changed and currently include only the office logo. Personnel 3 stated the laboratory's
address was removed from the form. Personnel 3 further stated testing for the
identified patients was performed at their [aboratory location. Personnel 3 stated she
did not know why the "Operative Reports’ for the identified patients included the
name and/or address of a different |aboratory.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(€)(8)

The laboratory director must ensure that reports of test results include pertinent
information required for interpretation.

This STANDARD is not met as evidenced by:

Based on record review and interview with personnel, the Laboratory Director failed
to ensure the patient test reports included pertinent information required for
interpretation. Refer to D5805.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(13)

The laboratory director must ensure that policies and procedures are established for
monitoring individuals who conduct preanalytical, analytical, and postanalytical
phases of testing to assure that they are competent and maintain their competency to
process specimens, perform test procedures and report test results promptly and
proficiently, and whenever necessary, identify needs for remedial training or
continuing education to improve skills.

This STANDARD is not met as evidenced by:

Based on record review and interview with personnel, the Laboratory Director failed
to ensure policies and procedures were maintained for ng personnel
competency, and whenever necessary, identify needs for remedial training or
continuing education to improve skills. Findings: 1. Review of the laboratory's CMS-
209 form (Laboratory Personnel Report) revealed Personnel 2 serves as the
laboratory's Testing Personnel. 2. Review of the laboratory's policies and procedures
manual revealed a "Personnel Assessment” form that stated "CLIA guidelines require
the semiannual assessment of personnel competency during the first year of test
performance for Moderate or High Complexity testing. Thereafter, evaluation must be
performed at least annually. Additionally, an individual's performance must be
reevaluated with methodology or instrument changes. Personnel competency must be
assessed by the Laboratory Director or Technical Consultant and will be an on-going
process at this facility. Problems and/or supporting documentation will be noted in the
comments section of thisform." 3. In interview on October 11, 2018, Personnel 3
stated Personnel 2 was hired October 24, 2017. 4. Review of personnel records for
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Personnel 2 revealed no documentation of performance of a semi-annual competency
assessment. 5. In interview on October 11, 2018 at 10:00 am, Personnel 3 stated the
Laboratory Director did not perform a competency assessment for Personnel 2's
Testing Personnel duties.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(15)

The laboratory director must specify, in writing, the responsibilities 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 procedures each individual is authorized to perform, whether
supervision is required for specimen processing, test performance or result reporting
and whether supervisory or director review isrequired prior to reporting patient test
results.

This STANDARD is not met as evidenced by:

Based on record review and interview with personnel, the Laboratory Director failed
to provide awritten job description for all Laboratory Personnel. Findings: 1. Review
of the laboratory's policy and procedure manual revealed the laboratory did not have
written job descriptions for the following personnel: a) Clinical Consultant b)
Technical Supervisor c) General Supervisor d) Testing Personnel 2. Review of the
laboratory's CM S-209 form (Laboratory Personnel Report) revealed Personnel 2
serves as the Clinical Consultant, Technical Supervisor, General Supervisor, and
Testing Personnel. 3. In interview on October 11. 2018 at 10:00 am , Personnel 3
stated the laboratory did not have written job descriptions for the identified positions.
Personnel 3 further stated the laboratory had alist of duties for Personnel 2 that the
Laboratory Director assesses annually, which the laboratory thought was sufficient.



