
 

 

 
D5793 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1289 Standard:  Analytic systems quality assessment 
 
(b) The analytic systems quality assessment must include a review of the 
effectiveness of corrective actions taken to resolve problems, revision of policies and 
procedures necessary to prevent recurrence of problems, and discussion of analytic 
systems quality assessment reviews with appropriate staff.  
 
Interpretive Guidelines §493.1289(b) 
 
Verify that the laboratory has a system in place to monitor and evaluate test results for 
inconsistencies with patient information, and for correlation between test results.  For 
example, a laboratory could multiply the hemoglobin result by a factor of 3, to see if the 
result is equal to the hematocrit.  If the laboratory has auto-validation in it’s Laboratory 
Information System (LIS), verify that the laboratory is taking steps to reduce the 
likelihood of sample-switching errors, for example, when the creatinine result is 
significantly different from the patient’s previous creatinine test results, or if the MCV is 
significantly different from the patient’s previous test results and the patient did not 
receive a blood transfusion. 
 
Probes §493.1289(b) 
 
How does the laboratory address multiple failed or sub-optimal cultures that have been 
submitted from one client? 
 
How does the laboratory use the review of all normal or negative gynecologic specimens 
received within the previous 5 years to assess the analytic system and communicate 
findings to the staff? 
 
(c) The laboratory must document all analytic systems assessment activities. 
 
Interpretive Guidelines §493.1289(c) 
 
The steps taken by the laboratory to identify and correct problems and prevent their 
recurrence must be documented.  All laboratory policies amended due to its QA activities 
must also be noted. 



 

 

POSTANALYTIC SYSTEMS 
 
D5800 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1290 Condition:  Postanalytic Systems 
 
Each laboratory that performs nonwaived testing must meet the applicable postanalytic 
systems requirements in §493.1291 unless HHS approves a procedure, specified in 
Appendix C of the State Operations Manual (CMS Pub. 7) that provides equivalent 
quality testing.  The laboratory must monitor and evaluate the overall quality of the 
postanalytic systems and correct identified problems as specified in §493.1299 for each 
specialty and subspecialty of testing performed. 
 
Interpretive Guidelines §493.1290 
 
Significant deficiencies cited under this condition may indicate deficiencies under 
personnel responsibilities.  Use D5800 when deficiencies are identified that are: 
significant and have the potential to, or adversely affect, patient testing, are systemic and 
pervasive throughout the laboratory, and are not limited to any one specialty or 
subspecialty. 
 
D5801 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1291 Standard:  Test report 
 
(a) The laboratory must have an adequate manual or electronic system(s) in place to 
ensure test results and other patient-specific data are accurately and reliably sent 
from the point of data entry (whether interfaced or entered manually) to final 
report destination, in a timely manner.  This includes the following: 
 
Interpretive Guidelines §493.1291(a) 
 
The regulations apply to manual as well as automated record systems (e.g., a laboratory 
information system or LIS).  Regardless of the means used to transmit laboratory results, 
routine checks should be conducted to verify that transmissions are being accurately and 
reliably conveyed to the final report destination. 
 
For CLIA purposes, the final report destination for test results is considered to be the 
authorized person and/or their designated personal representative (a personal 
representative is generally a person authorized under applicable law to make health care 
decisions for the individual. See 45 CFR §164.502(g). Additional individuals or entity(s) 
who are responsible for using the test results may also receive test results from the 
laboratory if they are designated by the authorized person on the test requisition.  As of 


