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Tag
D6011 LABORATORY DIRECTOR RESPONSIBILITIES

CFR(S): 493.1407(e)(2)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. () The laboratory
director must-- (e€)(2) and provide a safe environment in which employees are
protected from physical, chemical, and biological hazards.

This STANDARD is not met as evidenced by:

Based on observation of the laboratory, review of the "Blood borne Pathogen
Exposure Control Plan", and interview with processor number one, the laboratory
director failed to ensure a safe environment for employees from biological hazards.
The findingsinclude: 1) Observation of the laboratory on March 22, 2019 at 10:26 a.
m. revealed the |aboratory area with four personal drinking containersin use on the
counter. There were no biohazard safety signs and no 'No food or Drink Allowed'
warning signs. 2) Review of the laboratory "Blood borne Pathogen Exposure Control
Plan" revealed, "Training for the Exposure control Plan/Blood borne Pathogen must
be provided for a new employee, an added/changed procedure and annually
thereafter." 3) Interview on March 22, 2019 at 11:00 a.m. with processor number one
confirmed the four containers of drinks on the laboratory counter next to the laptop
computers. The "Blood borne Pathogen Exposure Control Plan” did not include a plan
for biohazard safety. The employees did not have documented biohazard training.



