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D1001 CERTIFICATE OF WAIVER TESTS
CFR(s): 493.15(e)

Laboratories eligible for a certificate of waiver must-- (1) Follow manufacturers' 
instructions for performing the test; and (2) Meet the requirements in subpart B, 
Certificate of Waiver, of this part.

This STANDARD is not met as evidenced by:
Through observations made during a tour of the laboratory and interviews with 
laboratory staff, it was determined the laboratory failed to follow manufacturer's 
instructions for performing the Osom Mono Test. Survey findings include: A. During 
a tour of the laboratory at 8:35 a.m. on 5/24/2018 the surveyor observed one kit of 
Osom Mono Test (lot #171225) on the laboratory counter. The manufacturer's 
expiration date of the test kit was 4/30/2018 (24 days prior to the survey). B. In an 
interview at 8:35 a.m. on 5/24/2018, the technical consultant (as listed on the form 
CMS-209) confirmed the Osom Mono Test was available for use when it had 
exceeded the manufacturer's expiration date.

D5429 MAINTENANCE AND FUNCTION CHECKS
CFR(s): 493.1254(a)(1)

For unmodified manufacturer's equipment, instruments, or test systems, the laboratory 
must perform and document maintenance as defined by the manufacturer and with at 
least the frequency specified by the manufacturer.

This STANDARD is not met as evidenced by:
Through a review of the Diatron Abacus manufacturer's instructions, lack of 
documentation, and interviews with laboratory staff, it was determined the laboratory 
failed to document daily maintenance for Diatron Abacus as specified by the 
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manufacturer. Survey findings include: A. The Diatron Abacus manufacturer's 
instructions include the following daily maintenance: Check reagent condition; Check 
the contents of the waste tank; run blank measurement; run required daily cleaning at 
the end of the day. B. Through a review of the January 2018 through May 2018 
Problem Log (used by the laboratory to document start up and maintenance) it was 
determined the laboratory had no documentation of checking the reagent condition, or 
running the daily cleaning at the end of the day. C. In an interview, at 9:52 a.m. on 5
/24/2018, the technical consultant confirmed the lack of documented daily 
maintenance for the Diatron Abacus.


