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Summary Statement of Deficiencies

D6175 TESTING PERSONNEL RESPONSIBILITIES
CFR(s): 493.1495(b)(1)

Each individual performing high complexity testing must follow the laboratory's 
procedures for specimen handling and processing, test analyses, reporting and 
maintaining records of patient test results.

This STANDARD is not met as evidenced by:
Based on surveyor review of laboratory procedures, laboratory records and patient 
chart, and interview with the general supervisor, testing personnel did not follow the 
procedure to document critical value reporting. Findings include: 1. Review of the 
"Critical Value Reporting" procedure stated "any critical value that is not directed 
communicated to the ordering provider must also have a "critical value read back" 
documented into Epic". Further review stated "If the provider is not at the clinic the 
result must be called to the provider. A "critical value read back" must be 
documented." 2. Review of the critical value report log showed patient 1 had three 
critical values called on October 17, 2021 to the cancer center nurse, not the provider, 
and documentation of the critical value read back was not documented on the log. 3. 
Review of the patient chart in Epic showed no documentation of critical value 
reporting and read back value for patient 1 on October 17, 2021. 4. Interview with the 
general supervisor on March 15, 2022 at 12:50 PM confirmed testing personnel did 
not follow the procedure to document critical value reporting.
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