
 

 

not meet the laboratory’s criteria for acceptability. 
 
Interpretive Guidelines §493.1291(c)(7) 
 
If the laboratory functions as a reference laboratory, how does it notify the referring 
laboratory or client of unacceptable specimens in a timely manner?  Use D5801 to cite 
timeliness deficiencies.  Use D5805 to cite the referring laboratory’s failure to notify the 
appropriate individual concerning the unacceptable specimen. 
 
D5807 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1291 Standard:  Test report 
 
(d) Pertinent “reference intervals” or “normal” values, as determined by the 
laboratory performing the tests, must be available to the authorized person who 
ordered the tests and, if applicable, the individual responsible for using the test 
results. 
 
Interpretive Guidelines §493.1291(d) 
 
The laboratory must ensure the “reference intervals” or “normal” values it provides to its 
clients are accurate, include appropriate units of measurement, and reflect the method 
performed and the patient population (if applicable). 
 
D5809 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1291 Standard:  Test report 
 
(e) The laboratory must, upon request, make available to clients a list of test 
methods employed by the laboratory and, as applicable, the performance 
specifications established or verified as specified in §493.1253.  In addition, 
information that may affect the interpretation of test results, for example test 
interferences, must be provided upon request.  Pertinent updates on testing 
information must be provided to clients whenever changes occur that affect the test 
results or interpretation of test results. 
Interpretive Guidelines §493.1291(e) 
 
When the laboratory changes methods, establishes a new procedure or refers tests to 
another laboratory, the laboratory must make the updated information concerning 
parameters such as patient preparation, preservation of specimens, specimen collection, 
or new “normal” ranges or units of measure available to its clients. 
 
§493.1291(e) Probes 
 



 

 

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? 
 
D5811 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1291 Standard:  Test report 
 
(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? 
 
D5813 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1291 Standard:  Test report 
 


