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Summary Statement of Deficiencies

D0000 This Statement of Deficiencies was created as a result of an on-site CLIA 
recertification survey conducted at your facility on December 11, 2018. The findings 
and conclusions of any investigation by the Division of Public and Behavioral Health 
shall not be construed as prohibiting any criminal or civil investigations, actions or 
other claims for relief that may be available to any party under applicable federal, 
state, or local laws.

D5785 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 criteria for 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 a review of temperature recording logs from January 1, 2017 through 
December 11, 2018 and an interview with the director of compliance, the laboratory 
failed to document daily temperatures to monitor the proper storage of reagents and 
specimens. Findings include: 1. The laboratory failed to document daily temperatures 
for the cryostat machine of minus 20 to minus 30 degrees Centigrade, the laboratory 
refrigerator of 2 to 8 degrees Centigrade and the laboratory room temperature of 22 to 
25 degrees Centigrade. 2. There were no temperature recordings for 7 of 19 days for 
the cryostat machine, the laboratory refrigerator and the laboratory room temperature 
for the month of September 2018. 3. There were no temperature recordings for 13 of 
23 days for the cryostat machine, the laboratory refrigerator and the laboratory room 
temperature for the month of October 2018. 4. There were no temperature recordings 
for 18 of 22 days for the cryostat machine, the laboratory refrigerator and the 
laboratory room temperature for the month of November 2018. This was confirmed 
by the director of compliance on December 11, 2018 at approximately 2:30 PM. The 
laboratory performs approximately 475 histopathology patient tests annually.
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