
 

 

How does the laboratory keep its clients informed about tests offered, methods used, and 
specimen requirements?  
 
What means does the laboratory use to provide interpretation of results to its clients? 
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(f) Except as provided in §493.1291(l), test results must be released only to 
authorized persons and, if applicable, the persons responsible for using the test 
results and the laboratory that initially requested the test. 
 
Interpretive Guidance §493.1291(f) 
 
Test results must be released to the authorized person and, if the authorized person is a 
patient, the patient’s personal representatives and those persons specified under 45 CFR 
164.524(c)(3)(ii), as applicable. If the authorized person is not a patient, test results must 
be released to the authorized person, and, if applicable, the persons responsible for using 
the test results and the laboratory that initially requested the test. Test results must also be 
released to any additional individuals/entities designated on the test requisition. These 
entities are understood to be “responsible for using” the test results. 
 
When the authorized person, and, if applicable, the individual responsible for using the 
test results receives the results, the laboratory’s CLIA responsibility ends. When a 
reference laboratory receives a specimen from another referring laboratory, the referring 
laboratory is responsible for getting the results back to the authorized person and, if 
applicable, any individuals responsible for using the results. 
 
See D5301 for the definition of an “authorized person”. 
 
Probes §493.1291(f) 
 
What security measures have been instituted to ensure that reports go directly from the 
device sending reports (e.g., LIS, facsimile) to the authorized person and: (i) if the 
authorized person is a patient, the patient’s personal representatives and those persons 
specified under 45 CFR 164.524(c)(3)(ii), as applicable; and (ii) if the authorized person 
is not a patient, the persons who are identified as responsible for using the test results and 
the laboratory that initially requested the test, as applicable? 
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(g) The laboratory must immediately alert the individual or entity requesting the 
test and, if applicable, the individual responsible for using the test results when any 
test result indicates an imminently life-threatening condition, or panic or alert 
values. 
 
Interpretive Guidelines §493.1291(g) 
 
The laboratory records should document the date, time, test results, and person to whom 
the test results were reported.  
 
See D5301 for the definition of an “authorized person”. 
 
Probes §493.1291(g) 
 
What means does the laboratory use to ensure the authorized person is alerted in a timely 
manner to critical, alert, or panic test results? 
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(h) When the laboratory cannot report patient test results within its established time 
frames, the laboratory must determine, based on the urgency of the patient test(s) 
requested, the need to notify the appropriate individual(s) of the delayed testing. 
 
Interpretive Guidelines §493.1291(h) 
 
If a delay in reporting patient test results may negatively impact patient care, the 
laboratory should have an alternative method for reporting patient results when the LIS or 
test system is down. 
 
Cite deficiencies only when the laboratory has failed to notify its client(s) when delays in 
testing patient specimens have the potential for or are adversely affecting patient care. 
 
Probes §493.1291(h) 
 
What criteria has the laboratory established for notifying the appropriate individual of the 
delay in testing? Use D5403. 
 
How will the laboratory report patient test results if the LIS or test system is down? 
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