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Summary Statement of Deficiencies

D0000 Recertification survey was conducted on November 5, 2019. A Womans World 
Medical Center Inc. was not in compliance with 42 CFR 493, requirements for 
clinical laboratories.

D6033 TECHNICAL CONSULTANT-MODERATE COMPEXITY
CFR(s): 493.1409

The laboratory must have a technical consultant who meets the qualification 
requirements of 493.1411 of this subpart and provides technical oversight in 
accordance with 493.1413 of this subpart. 

This CONDITION is not met as evidenced by:
Based on record review and staff interview, the Technical Consultant failed to provide 
technical oversight of the laboratory. Findings: Cross Reference D6054. Based on 
record review and staff interview, the laboratory failed to document annual 
competency assessment on two out of two testing personnel from 11/05/17 to 11/05
/19 (A & B). This is a repeat deficiency from the survey conducted on 11/29/17.

D6054 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the 
performance of individuals responsible for moderate complexity testing at least 
annually, after the first year.

This STANDARD is not met as evidenced by:
Based on record review and staff interview, the laboratory failed to document annual 
competency assessment on two out of two testing personnel from 11/05/17 to 11/05
/19 (A & B). This is a repeat deficiency from the survey conducted on 11/29/17. 
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Findings: Review of the competency records showed that the laboratory failed to have 
documentation of annual competency assessments for two out of two testing 
personnel from 11/05/17 to 11/05/19. During an interview on 11/05/19 at 2:25 PM, 
the President/Owner stated she had not done any competency assessments on the 
testing personnel since 2017.


