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Summary Statement of Deficiencies

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:
. Through a review of temperature records for 2018, lack of documentation, and 
interviews with staff, it was determined the Laboratory failed to document corrective 
actions taken when room temperature was outside of the Laboratory's acceptable 
criteria. As evidenced by: A. A review of temperature logs for January-April of 2018 
revealed the Laboratory room temperature acceptable range was listed as 68 to 77 
degrees Fahrenheit. B. A review of the temperature logs for March 2018 revealed the 
room temperature was outside of acceptable range on 21 of 31 days: 66 degrees 
Fahrenheit on 3/1/2018; 64 degrees Fahrenheit on 3/2/2018; 64.8 degrees Fahrenheit 
on 3/5/2018; 64 degrees Fahrenheit on 3/6/18; 62 degrees Fahrenheit on 3/7/2018; 62 
degrees Fahrenheit on 3/8/2018; 62 degrees Fahrenheit on 3/9/2018; 61.7 degrees 
Fahrenheit on 3/12/2018; 62.8 degrees Fahrenheit on 3/13/2018; 62.2 degrees 
Fahrenheit on 3/14/2018; 64.6 degrees Fahrenheit on 3/15/2018; 67 degrees 
Fahrenheit on 3/16/2018; 63.7 degrees Fahrenheit on 3/20/2018; 63.3 degrees 
Fahrenheit on 3/21/2017; 63.3 degrees Fahrenheit on 3/22/2018; 66.4 degrees 
Fahrenheit on 3/23/2018; 66 degrees Fahrenheit on 3/26/18; 66.2 degrees Fahrenheit 
on 3/28/2018; 66.4 degrees Fahrenheit on 3/29/2018 and 64.8 degrees Fahrenheit on 3
/29/2018. The Laboratory had no documentation of corrective actions performed on 
the days room temperature was out of range. C. A review of the temperature logs for 
February 2018 revealed the room temperature was outside of acceptable range on 7 of 
7 days: 66.2 degrees Fahrenheit on 2/20/2018; 63.2 degrees Fahrenheit on 2/21/2018; 
63.2 : degrees Fahrenheit on 2/22/2018; 64.8 degrees Fahrenheit on 2/23/2018; 61.3 
degrees Fahrenheit on 2/26/2018; 63.3 degrees Fahrenheit on 2/27/2018 and 65.1 
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degrees Fahrenheit on 2/28/2018. There were no room temperatures documented from 
February 1-15 of 2018. D. In an interview at 1400 on 4/3/2018, Laboratory personnel 
#5 (as listed on the form CMS-209) confirmed the lack of documented corrective 
actions for temperatures outside acceptable criteria.


