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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 review of laboratory records and interview with the labortaory director
(LD), the laboratory failed to retain patient test records from 2016 to 2018. Findings
include: 1. On the day of survey, 12/04/2018, review of the patient test records
revealed, the laboratory did not retain patient records from 11/17/2016 to 04/30/2018.
2. The current LD confirmed he could not provide patient test records from the last
inspection (11/17/2016) to the date testing was concluded (04/30/2018) on 12/04/2018
around 11:30 am.

D6091 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(4)(iii)

The laboratory director must ensure all proficiency testing reports received are
reviewed by the appropriate staff to evaluate the laboratory's performance and to
identify any problems that require corrective action.

This STANDARD is not met as evidenced by:

Based on the review of American Association of Bioanalysts (AAB) proficiency
testing records and interview with the labortaory director (LD), the laboratory director
failed to identify problems that required a corrective action for Bacteriology resultsin
2018. Findings Include: 1. On the day of survey, 12/04/2018, review of Urine Culture
AAB 2018 proficiency testing records for Event # 1, revea ed that the labortaory



scored 50% for bacteriology and did not perform a corrective action assessment for
thefailure. 2. The LD confirmed the finding above on 12/04/2018 around 9:30 am.



