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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5301 TEST REQUEST

CFR(S): 493.1241(a)

The laboratory must have awritten or electronic request for patient testing from an
authorized person.

This STANDARD is not met as evidenced by:

Based on surveyor review of laboratory documents and interview with the Quality
Management Representative (Staff A), the laboratory does not have arequest from an
authorized person for 113,293 of the 113,293 total protein tests performed annually at
thislaboratory. Findingsinclude: 1. Review of documents provided by the laboratory
showed no evidence the laboratory director or other authorized person had approved
an order for total protein testing. Review of "Regulatory Affairs Memorandum,
number 18.01" showed the memo stated 21 CFR 630.15(b)(4) requires performance of
atotal protein test on every donor and that, "The Laboratory Director cannot deviate
from this requirement”. The memo further stated, "The Lab Director approves this
requirement and procedure through his/her signature on form VV-00705129, "CLIA
Laboratory Director Acknowledgement"”. Review of the "CLIA Laboratory Director
Acknowledgement" signed by the laboratory director on February 2, 2024, showed the
form did not reference an order for laboratory testing and did not show approval of a
standing order for performance of total protein testing. 2. Review of the " Application
for Certification", CMS (Centers for Medicare and Medicaid Services) Form 116,
signed by the laboratory director on March 21, 2024, showed the laboratory
performed 113,293 chemistry tests annually. 3. Interview with Staff A on March 26,
2024, at 1:15 PM confirmed the only chemistry testing the laboratory performed was
total protein testing by refractometer. Further interview at 2:15 PM reveaed they were
unaware of a separate standing order for the total protein testing performed on donors
in the laboratory.



