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D5445 CONTROL PROCEDURES
CFR(s): 493.1256(d)(1)(2)(g)

Unless CMS Approves a procedure, specified in Appendix C of the State Operations 
Manual (CMS Pub. 7), that provides equivalent quality testing, the laboratory must-- 
(d)(1) Perform control procedures as defined in this section unless otherwise specified 
in the additional specialty and subspecialty requirements at 493.1261 through 
493.1278. (d)(2) For each test system, perform control procedures using the number 
and frequency specified by the manufacturer or established by the laboratory when 
they meet or exceed the requirements in paragraph (d)(3) of this section. (g) The 
laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:
Based on record review and staff interview on 03/05/2018, the laboratory failed to test 
two levels of quality control material each day bilirubin testing was performed. 
Findings include: Review of the policy and procedure manual on 03/05/2018, revealed 
that the laboratory's quality control plan was not followed. Review of patient test 
reports revealed that quality control was not performed on May 22, 2017, June 16, 
2017, July 22, 2017, and September 27, 2017. Testing personnel acknowledged in an 
interview at 10:30 am on 03/05/2018 that the laboratory failed to test at least two 
levels of quality control material each day of patient testing.
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