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Summary Statement of Deficiencies

D5781 CORRECTIVE ACTIONS
CFR(s): 493.1282(b)(1)

(b) The laboratory must document all corrective actions taken, including actions taken 
when any of the following occur: (b)(1) Test systems do not meet the laboratory's 
verified or established performance specifications, as determined in 493.1253(b), 
which include but are not limited to-- (b)(1)(i) Equipment or methodologies that 
perform outside of established operating parameters or performance specifications; (b)
(1)(ii) Patient test values that are outside of the laboratory's reportable range of test 
results for the test system; and (b)(1)(iii) When the laboratory determines that the 
reference intervals (normal values) for a test procedure are inappropriate for the 
laboratory's patient population. 

This STANDARD is not met as evidenced by:
Based on record review and staff interview, the laboratory failed to document 
corrective action when the laboratory freezer temperature was out of range. Findings 
include: 1. Record review of the laboratory specimen freezer temperature logs on 3/15
/19 revealed: a. Acceptable freezer temperature range is -25 C. to -15 C. b. Corrective 
action was not documented for 43 working days from January 12, 2017 through 
March 15, 2019 when the temperature was outside of the above range. c. Temperature 
logs were signed as reviewed by the laboratory director. 2. Staff interview with the 
phlebotomy supervisor, phlebotomist #1, and testing personnel #1 on 3/15/19 at 9:30 
AM confirmed the above findings.

D6024 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(7)

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 
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and for assuring compliance with the applicable regulations. (e) The laboratory 
director must-- (e)(7) Ensure that all necessary remedial actions are taken and 
documented whenever significant deviations from the laboratory's established 
performance specifications are identified, 

This STANDARD is not met as evidenced by:
Based on record review and staff interview, the laboratory director failed to ensure 
corrective action(s) were documented by the laboratory when the specimen freezer 
temperature was out of range. Findings include: 1. Record review of the laboratory 
specimen freezer temperature logs on 3/15/19 revealed: a. Acceptable freezer 
temperature range is -25 C. to -15 C. b. Corrective action was not documented for 43 
working days from January 12, 2017 through March 15, 2019 when temperature was 
outside of the above range. c. Temperature logs were signed as reviewed by the 
laboratory director. 2. Staff interview with the phlebotomy supervisor, phlebotomist 
#1, and testing personnel #1 on 3/15/19 at 9:30 AM confirmed the above findings.


