
 

 

contact information was provided to the laboratory, when the error was identified, when 
the authorized person was notified, and the extent of the error (e.g., clinically significant 
results reported on the wrong patient). 
 
Probes §493.1291(k)(1) 
 
What mechanism(s) does the laboratory use for notifying the authorized person(s) of the 
corrected values? 
 

(k)(2) Issue corrected reports promptly to the authorized person ordering the 
test and, if applicable, the individual using the test results. 

 
Interpretive Guidelines §493.1291(k)(2) 
 
Corrected reports, either hard copy or electronic, must clearly indicate both the corrected 
results(s) and the fact that the report is a corrected report. The corrected reports should be 
promptly sent to the authorized person, their agent (if applicable) and others who are 
identified as responsible for using the test results on the requisition. 
 
For corrected reports in Cytology, use D5659. 
 
Probes §493.1291(k)(2) 
 
How does the laboratory ensure that incorrect original results are not reissued verbally, in 
writing or electronically? 
 
§493.1291 Standard:  Test report 
 
(k)(3) Maintain duplicates of the original report, as well as the corrected report. 
 
Interpretive Guidelines §493.1291(k)(3) 
 
The laboratory must have a system for maintaining copies of the original and corrected 
reports.  Computer-generated reports or electronically stored copies are acceptable. 
 
Copies of all reports, including corrected reports, provided by the referral laboratory must 
be maintained by both the referral and referring laboratories for the required time periods.  
 
Probes §493.1291(k)(3) 
 
For laboratories that maintain the patient’s medical record as the test report, what is the 
mechanism for differentiating between the incorrect original report and the corrected 
report? 
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§493.1291 Standard:  Test report 
 
(l)  Upon request by a patient (or the patient’s personal representative), the 
laboratory may provide patients, their personal representatives, and those persons 
specified under 45 CFR 164.524(c)(3)(ii), as applicable, with access to completed test 
reports that, using the laboratory’s authentication process, can be identified as 
belonging to that patient. 
 
Interpretive Guidance §493.1291(l) 
 
The laboratory must have and follow a written policy that is available to the laboratory 
staff and details how it handles patient requests for access to their completed laboratory 
reports.  Test reports are considered to be complete when all results associated with the 
ordered tests are finalized and ready for release. 
 
D5891 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1299 Standard:  Postanalytic systems quality assessment 
 
(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 postanalytic systems specified in §493.1291. 
 
Interpretive Guidelines §493.1299(a)-(c) 
 
Quality Assessment (QA) is an ongoing review process that encompasses all facets of the 
laboratory’s technical and non-technical functions and all locations/sites where testing is 
performed.  QA also extends to the laboratory’s interactions with and responsibilities to 
patients, physicians, and other laboratories ordering tests, and non-laboratory areas or 
departments of the facility of which it is a part. 
 
When the laboratory discovers an error or identifies a potential problem, actions must be 
taken to correct the situation.  This correction process involves investigation, 
identification and resolution of the problem, and development of policies that will 
prevent recurrence.  Policies for preventing problems that have been identified must be 
written as well as communicated to the laboratory personnel and other staff, clients, etc., 
as appropriate.  Over time, the laboratory must monitor the corrective action(s) to ensure 
the action(s) taken has prevented recurrence of the original problem. 
 
All pertinent laboratory staff must be involved in the assessment process through 
discussions or active participation. 
 
QA of the Postanalytic System includes assessing practices/issues related to test reports.  
Examples include monitoring and evaluating the accuracy and completeness of the 


