
 

 

in the appropriate units or terminology. Use D5805. 
 
Probes §493.1251(b)(13) 
 
Do laboratory procedures address the process for reporting (oral and written) results on 
patients with multiple laboratory encounters to ensure that the exact name, date, time and 
identification of specimen is conveyed to the authorized person?  
 
 (b)(14) Description of the course of action to take if a test system becomes 

inoperable. 
 
Interpretive Guidelines §493.1251(b)(14) 
 
Laboratory information systems (LIS) procedures must be available to operators.  
Instructions should identify the individual(s), either by name or position, to notify if the 
LIS goes down or if a system error occurs.  
 
Probes §493.1251(b)(14) 
 
When the primary testing system is inoperable, what procedure does the laboratory use to 
bring the backup system on line? 
 
D5405 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1251 Standard:  Procedure manual 
 
(c) Manufacturer’s test system instructions or operator manuals may be used, when 
applicable, to meet the requirements of paragraphs (b)(1) through (b)(12) of this 
section.  Any of the items under paragraphs (b)(1) through (b)(12) of this section not 
provided by the manufacturer must be provided by the laboratory. 
 
D5407 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1251 Standard:  Procedure manual 
 
(d) Procedures and changes in procedures must be approved, signed, and dated by 
the current laboratory director before use. 
 
Interpretive Guidelines §493.1251(d) 
 
Verify that the methods in the procedure manual are current for tests offered by the 
laboratory (e.g., reagent test kits and instruments used in the laboratory correlate with 
methods in the procedure manual). 
 


