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Summary Statement of Deficiencies

CORRECTIVE ACTIONS
CFR(S): 493.1282(b)(3)

(b) The laboratory must document all corrective actions taken, including actions taken
when any of the following occur: (b)(3) The criteriafor proper storage of reagents and
specimens, as specified under 493.1252(b), are not met.

This STANDARD is not met as evidenced by:

Based on review of the heat block
temperatures for the Illumigene testing platform for Group A and B Strep for 2018,
manufacturer's temperature specification and interview with the Laboratory
Supervisor, the laboratory failed to document remedial action for temperatures outside
the specified range. The finding include: 1. Review of the heat block temperatures for
the [llumigne Group A and B Strep testing showed 66 days where maximum
temperature range was recorded greater than 100 degrees Celsius with no remedial
action documented. 2. Review of the manufacturer's temperature specifications were
95 degrees Celsius plus or minus 5 degrees. 3. Aninterview at approximately 12:00 p.
m. May 3, 2018 with the Laboratory Supervisor confirmed the laboratory failed to
document remedial action for the heat block temperatures outside the specified range
from January 2 to May 2, 2018.




