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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D0000 An announced CLIA recertification survey was conducted at MD Express Urgent

Care (Tappahannock) on December 12, 2019 by the Virginia Department of Health's
Office of Licensure and Certification. The laboratory was surveyed under 42 CFR part
493 CLIA Requirements. Specific deficiencies cited are as follows:

D5407 PROCEDURE MANUAL
CFR(s): 493.1251(d)

Procedures and changes in procedures must be approved, signed, and dated by the
current laboratory director before use.

This STANDARD is not met as evidenced by:

Based on review of policies and procedures, lack of documentation, and interviews,
the laboratory director (LD) failed to document areview/approval of the written
individualized quality control plan (IQCP) procedure for Cardiac Panel (Creatine
Kinase MB, Myoglobin, Troponin |) and D-Dimer (policy review timeframe: August
2018 to 12/13/19). ** Repeat Deficiency Findingsinclude: 1. Review of the
laboratory's policy and procedure manual revealed a new quality control procedure,
"Triage IQCP, that outlined assaying two levels of liquid QC monthly and per lot
change for the nonwaived analytes (D-dimer, Creatine Kinase MB, Myoglobin, and
Troponin |) assayed on the Quidel Triage meter. The inspector noted that the IQCP
procedure was not signed/approved by the LD. The inspector requested to review the
approval documentation. No documentation was available for review. The clinical
coordinator stated, at approximately 1:30 PM, "We have the wrong plan in this
manual. The IQCP plan in this procedure manual was performed at another |ab and
signed by adifferent director. | will have to find the correct approval page and risk
assessment”. 2. In an exit interview with the clinical coordinator at approximately 2:
45 PM, the above findings were confirmed.

D6000 MODERATE COMPLEXITY LABORATORY DIRECTOR



D6031

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 areview of policies and procedures, lack of documentation, and an
interview, the laboratory director (LD) failed to fulfil the responsibility to ensure
documentation of an approved chemistry quality control procedure for the Quidel
Triage analyzer on the date of the survey, 12/12/19. See D 6031.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(13)

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-- (€)(13) Ensure that an approved procedure manual is available to all
personnel responsible for any aspect of the testing process;

This STANDARD is not met as evidenced by:

Based on areview of policies and procedures, lack of documentation, and an
interview, the laboratory director (LD) failed to document a signature and date of
approval for the written Triage Cardiac Panel and Triage D-Dimer quality control
(QC) policy reviewed on the date of the survey, 12/12/19. (See D 5407, a repeat
deficiency) Findingsinclude: 1. Review of the laboratory's policy and procedure
manual revealed that the LD failed to document approval of awritten QC procedure
("Triage IQCP") for Cardiac Panel (Creatine Kinase MB, Myoglobin, Troponin I) and
D-dimer patient chemistry testing on the Quidel Triage Meter. The inspector
requested to review documentation of the LD's review of the policy. No record was
available for review. 2. In an exit interview with the clinical coordinator at
approximately 2:45 PM, the above findings were confirmed.



