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Summary Statement of Deficiencies

D0000 An initial certification survey was conducted at Rheumatology & Pulmonary Clinic 
on September 23, 2025, by the West Virginia Office of Laboratory Services. The 
laboratory was assessed for compliance with the CLIA regulations under 42 CFR 493, 
Requirements for Laboratories. Specific deficiencies cited are explained below.

D5407 PROCEDURE MANUAL
CFR(s): 493.1251(d)

(d) Procedures and changes in procedures must be approved, signed, and dated by the 
current laboratory director before use.

This STANDARD is not met as evidenced by:
Based on review of the laboratory policies and procedures, lack of documentation, 
review of TERIS (instrument software) patient reports, and interview with the general 
supervisor (GS), the laboratory failed to have the laboratory director (LD) sign, date, 
and approve 13 of 13 policies and procedures related to Immunology testing on the 
Dynex DSX instruments before beginning patient testing in 2025. Findings: 1. Review 
of the policies and procedures for testing performed in the Immunology laboratory 
revealed 13 of 13 new policies and procedures were signed, dated, and approved by 
the technical supervisor (TS) in May and June 2025. 2. No signature, date, and 
approval by the LD could be located for 13 of 13 policies and procedures related to 
Immunology testing on the DSX instruments. 3. Review of 2025 TERIS final patient 
reports for Immunology testing on the Dynex DSX instruments identified the first 
patient results released 6/9/2025. 4. During an interview, 9/23/25 at 12:20 PM, the GS 
stated the policies and procedures had been signed, dated, and approved by the 
technical supervisor and not the laboratory director because the LD had delegated that 
responsibility.
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