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D5291 GENERAL LABORATORY SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1239(a)

The laboratory must establish and follow written policies and procedures for an 
ongoing mechanism to monitor, assess, and, when indicated, correct problems 
identified in the general laboratory systems requirements specified at 493.1231 
through 493.1236. 

This STANDARD is not met as evidenced by:
Based on review of established quality assessment (QA) policies and procedures and 
interview with the facility personnel, the laboratory failed to follow established QA 
policies and procedures to monitor, assess and correct problems identified in the 
laboratory. Findings include: 1. The laboratory performs testing under the sub-
specialty of Histopathology, with an approximate annual test volume of 600. 2. The 
laboratory's established policy QA policy (Policy# PP-18) reveiwed during the survey 
states, "Our laboratory uses a quality assessment program which includes monthly 
review of charts/case reviews to ensure the processes were performed and 
documented correctly and that there were no significant errors in the processes, 
documentation, or diagnosis." 3. No QA documentation was presented for review 
from 2020 through the date of the survey, 9/12/2022, to indicate the laboratory 
performed a monthly review on charts/cases as indicated in the above referenced QA 
policy. 4. The facility personnel interviewed on 9/12/22 at approximately 10:34am 
confirmed that the laboratory failed to perform and document monthly QA activities 
during 2020 through 9/12/22, as indicated in the laboratory's established QA policy.

D5787 TEST RECORDS
CFR(s): 493.1283(a)

The laboratory must maintain an information or record system that includes the 
following: (a)(1) The positive identification of the specimen. (a)(2) The date and time 
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of specimen receipt into the laboratory. (a)(3) The condition and disposition of 
specimens that do not meet the laboratory's criteria for specimen acceptability. (a)(4) 
The records and dates of all specimen testing, including the identity of the personnel 
who performed the test(s).

This STANDARD is not met as evidenced by:
Based on review of frozen biopsy test reports and interview with the facility 
personnel, the laboratory's record system failed to include the correct identity of the 
individual who performs the gross description on histopathology specimens. Findings 
include: 1. The laboratory performs the gross description on frozen biopsies under the 
sub-specialty of Histopathology, with an approximate annual test volume of 9. 2. 
Review of the frozen biopsy report, accession# PSL-FBX-01, from May 18, 2022 
listed the Gross Description as, "...Grossing by: KB". 3. The CMS-209, Laboratory 
Personnel Form submitted during the survey conducted on September 12, 2022 did 
not include a testing personnel with the initials, K.B. The facility personnel stated that 
"K.B." does not perform testing on patient specimens. 4. The facility personnel 
interviewed during the survey on 9/12/22 at approximately 10:12am confirmed the 
frozen biopsy report indicated above failed to include the correct identity of the 
testing personnel who performed the gross description and confirmed that "K.B." does 
not perform grossing on patient specimens.


