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Summary Statement of Deficiencies

An announced CLIA Recertification on-site survey was conducted at the Quest
Diagnostics Roanoke Ambulatory Surgery Center on October 15, 2020 by the
Virginia Department of Health's Office of Licensure and Certification. The laboratory
was surveyed under 42 CFR part 493 CLIA Requirements. The surveyor began off-
site record review of documentation on October 13, 2020 . Specific deficiencies cited
are asfollows:

TESTING OF PROFICIENCY TESTING SAMPLES
CFR(s): 493.801(b)(1)

The samples must be examined or tested with the laboratory's regular patient
workload by personnel who routinely perform the testing in the laboratory, using the
laboratory's routine methods

This STANDARD is not met as evidenced by:

Based on the review of the Laboratory Personnel Report Form (CLIA) (CMS-209
form), proficiency testing (PT) records, policy and procedures (P& P) and interview
with the technical consultant, the laboratory failed to rotate PT among the seven (7)
personnel who performed Hematology and Chemistry patient testing according to the
established policy for six (6) of the eleven (11) events reviewed. Record review
included 2018, 2019 and up to the date of survey on October 15, 2020. Findings
include: 1. Review of the CLIA CMS 209 for revealed 7 testing personnel (TP) that
performed testing from October 1, 2018 up to the date of survey on October 15, 2020.
2. Review of the College of American Pathologists (CAP) PT records revealed that TP
A performed 6 of the 11 events as follows: CAP AQI (Blood Gases) 2018 Event C,
CAP AQI (Blood Gases) 2019 Event A and C, CAP WP3 (Hematology Protime/INR)
2019 Event C, CAP WP3 (Hematology Protime/INR) 2020 Event A and B. (See
attached personnel code sheet.) 3. Review of the P& P "Proficiency Test Handling and
Result Submission for Point of Care Site" (signed by the lab director on 9/26/16 and
10/8/19) revealed on page 5: "When multiple persons and/or instruments are routinely



used for patient testing, PT materials must be rotated among testing personnel, shifts,
and instruments." 4. An interview with the technical consultant at approximately 11:
00 AM confirmed the findings.



