
 

 

testing.  For example, in bacteriology, each step from media inoculation to organism 
isolation and identification must be documented on worksheet records either manually or 
in a computer system. 
Corrections of laboratory results include the corrected result, incorrect result (noted as 
such), the date of the correction, and the initials of the person making the correction.  
Laboratory records should not be documented in pencil and the use of whiteout is not 
acceptable for making corrections. 
 
Probes §493.1283(a) 
 
Do the records reflect all patient testing and the dates of their performance? 
 
If handwritten values were reported, can the laboratory demonstrate the analytic source of 
those results? 
 
If the laboratory has not retained the appropriate test records, cite D3031, D3033, or 
D3035. 
 
D5789 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1283 Standard:  Test records 
 
(b) Records of patient testing including, if applicable, instrument printouts, must be 
retained. 
 
Interpretive Guidelines §493.1283(b) 
 
The regulations do not require that instrument printouts be posted directly in the patient’s 
medical record or chart.  However, these printouts must be maintained as part of the 
laboratory’s record retention requirements specified throughout the regulations. 
 
Probes §493.1283(b) 
 
Are the original analytic work records complete (e.g., in a randomly chosen sample, is 
there an instrument printout for every day of the month on which testing was performed)?  
Are the original, as opposed to transcribed and/or edited work records, being retained? If 
the laboratory fails to retain the records for the appropriate amount of time, use D3031. 
 
D5791 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1289 Standard:  Analytic 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 


