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D5805 TEST REPORT

CFR(S): 493.1291(c)

(c) Thetest report must indicate the following: (c)(1) For positive patient
identification, either the patient's name and identification number, or a unique patient
identifier and identification number. (¢)(2) The name and address of the laboratory
location where the test was performed. (¢)(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 review of laboratory policies and procedures, laboratory records, lack of
documentation, and interviews with the laboratory representative; the laboratory failed
to ensure that the testing date/time on patient test reports matched the date/time that
testing occurred for Polymerase Chain Reaction (PCR) testing for three of three for
SARS-CoV/Influenza A/ Influenza B/Respiratory Syncytial Virus (RSV)

| dentification panels ran on the QuantStudio 7 Flex in the specialty of microbiology.
Findingsinclude: 1. Review of laboratory policies procedures revealed the procedure
titled, "Applied Biosystems QuantStudio 7 Flex Real time PCR System Operations”,
which stated, under " Step 6 Data Export & post run Clean up:”, " Save the complete
file (.eds format) and export analytical datato the laboratory's secure network drive
for secondary technical review and director sign- off."” 2. Review of three of three
SARS-CoV/Influenza A/ Influenza B/ RSV identification panel test documents and
patient final reports found the laboratory failed to ensure the testing date/time matched
the final report date/time. Specimen I1D: Date/time of Testing: Date/time on Final
report: 60020529N1 07/08/26/8:22 PM 07/08/26/2:22 PM 6002945021 08/13/26/7:47
PM 08/13/26/7:25 PM 6003740171 09/03/26/4:32 AM 09/02/26/10:06 PM 4.
Interviews with the laboratory representative on 09/08/2026, at 3:03 PM, confirmed



the laboratory failed to ensure that the date/time on the test report matched the date
/time on the final report for three of three SARS-CoV/Influenza A/ Influenza B/ RSV
| dentification panels ran on the QuantStudio 7 Flex.



