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Tag
D3031 RETENTION REQUIREMENTS

CFR(S): 493.1105(a)(3)

Analytic systems records. Retain quality control and patient test records (including
instrument printouts, if applicable) and records documenting all analytic systems
activities specified in 493.1252 through 493.1289 for at least 2 years.

This STANDARD is not met as evidenced by:

. Based on record review and interview, the laboratory failed to retain the
endocrinology quality control documents for one of 25 patient charts reviewed for two
years. Findingsinclude: 1. On March 21, 2018 at 10:49 a.m., record review of the
quality control for the endocrinology estradiol, lutenizing hormone, and prolaction
testing revealed the laboratory did not have any documentation to show the quality
control was run on the day of testing for one (#5) of 25 patient charts audited in April
2016 to present date. 2. On March 21, 2018 at 10:49 a.m. when queried, testing
personnel # 1 aslisted on the CM S-209 was not able to provide the surveyor the
requested quality control documents. 3. During the interview on March 21, 2018 at 10:
49 a.m., testing personnel #1 confirmed the quality control data was not available to
the surveyor for that day of endocrinology testing.



