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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, lack of documentation, and interview with the laboratory 
liaison (LL), the laboratory failed to ensure the immunohematology Rh quality control 
was documented before patient testing for 8 days (8/17/2021 to 11/16/2022) of 18 
months of testing reviewed. Findings include: 1. A record review for 8 days of 18 
months of testing reviewed revealed a lack of documentation on the daily log for the 
positive and negative immunohematology Rh quality control testing result before 
patient testing as follows: a. 8/17/2021 - 8 patients tested b. 9/07/2021 - 3 patients 
tested c. 9/08/2021 - 3 patients tested d. 9/11/2021 - 5 patients tested e. 9/21/2022 - 10 
patients tested f. 9/24/2022 - 10 patients tested g. 11/02/2022 - 8 patients tested h. 11
/04/22 - 11 patients tested 2. A record review of the "Quality Control Policy" states 
"We document the results of all controls and will take appropriate actions when the 
controls do not perform as expected." "All quality control testing is satisfactorily 
completed prior to patient testing." 3. A interview on 11/16/2022 at 10:25 am, the LL 
confirmed the Rh positive and negative control was not documented on the daily log 
for the above listed dates. ***Repeat Deficiency from the 11/09/2017 survey***
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