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§493.1230 Condition:  General laboratory systems 
 
Each laboratory that performs nonwaived testing must meet the applicable general 
laboratory systems requirements in §§493.1231 through 493.1236, unless HHS 
approves a procedure, specified in Appendix C of the State Operations Manual 
(CMS Pub. 7), that provides equivalent quality testing.  The laboratory must 
monitor and evaluate the overall quality of the general laboratory systems and 
correct identified problems specified in §493.1239 for each specialty and 
subspecialty of testing performed. 
 
Interpretive Guidelines §493.1230 
 
Significant deficiencies cited under this condition may indicate deficiencies under 
personnel responsibilities.  Use D5200 when significant deficiencies are identified that 
have the potential to adversely affect patient testing, are systemic and pervasive 
throughout the laboratory, and are not limited to any one specialty or subspecialty. 
 
The requirements in this section address those general operational functions that are not 
specific to any one specialty or subspecialty. 
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§493.1231 Standard:  Confidentiality of Patient Information 
 
The laboratory must ensure confidentiality of patient information throughout all 
phases of the total testing process that are under the laboratory’s control. 
 
Probes §493.1231 
 
How does the laboratory “control” visitor access to the laboratory areas where patient 
information may be easily viewed (e.g., computer terminals, facsimile machines, 
worksheets)? 
 
Are there safeguards in place to ensure confidentiality of patient information and test 
reports?  For example, are unauthorized users prohibited from gaining entry? 
 
How does the laboratory ensure its record storage system(s) is secure? 
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