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Summary Statement of Deficiencies

D6029 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(11)

(e)(11) Ensure that prior to testing patients specimens, all personnel have the 
appropriate education and experience, receive the appropriate training for the type and 
complexity of the services offered, and have demonstrated that they can perform all 
testing operations reliably to provide and report accurate results;

This STANDARD is not met as evidenced by:
Based on record review and staff interview with the General Supervisor (GS) and the 
Laboratory Supervisor (LS), the laboratory director failed to ensure testing personnel 
(TP) received documented training prior to reporting results on patient samples in the 
specialty of Hematology. Findings include: 1. Record review on 1/14/2026 of the 
laboratory's TP records revealed 2 of 2 new TP did not have documented training 
prior to testing patient samples. 2. Record review on 1/14/2026 of the laboratory's 
'Training and Competency Assessment Policy,' revealed: a. Section 1.0 Purpose: 
"Staff must be trained on their assigned duties and responsibilities and demonstrate 
that they are competent in their assigned work processes. The training program 
provides staff with the information needed to perform their daily tasks and processes." 
b. Section 2.0 Scope: "All laboratories must be able to demonstrate documentation of 
training." c. Section 6.1.1 Policy Training: "An employee who is new to the job 
function must receive training before being allowed to test independently." d. Section 
6.1.5 Policy Training: "There must be documentation of training." 3. Staff interview 
on 1/14/2026 at 10:00 AM with the GS and LS confirmed the above TP did not have 
documented training records and are reporting out patient test results. The LS stated, 
"We were told by our QA department that we could use the same form we use for 
competency." 4. The laboratory performs 31,078 Hematology tests annually.
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