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Summary Statement of Deficiencies

D5291 GENERAL LABORATORY SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1239(a)

The laboratory must establish and follow written policies and procedures for an 
ongoing mechanism to monitor, assess, and, when indicated, correct problems 
identified in the general laboratory systems requirements specified at 493.1231 
through 493.1236. 

This STANDARD is not met as evidenced by:
. Based on procedure review, lack of documentation, and interview with the office 
manager, the laboratory failed to follow written policies and procedures for an 
ongoing mechanism to monitor, assess, and correct problems as specified in 493.1231 
through 493.1236 in the general laboratory systems for 15 (April 2018 to June 2019) 
of 24 months. Findings include: 1. "General Systems Quality Checks" procedure 
section D, "Records Review", "random audits will be made of all records to ensure 
daily compliance". 2. "Patient Chart Audit" review logs state to perform monthly. No 
documentation was found to show the monthly patient chart audits were performed 
from April 2018 to the date of the survey. 3. During the interview on June 24, 2019 at 
approximately 12:15 pm, the office manager confirmed the patient chart audits were 
not performed and documented.
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