
 

 

Base deficiencies related to inappropriate or insufficient equipment on a determination 
that patient results are or may be adversely affected.  Ensure that the laboratory has the 
appropriate equipment to prepare reagents, stains, solutions, controls, and calibration 
materials (e.g., pipettes, hydrometers, graduated cylinders, autoclaves, balances, 
centrifuges, distilled/deionized water).  If the equipment or instrumentation is found to be 
inappropriate or insufficient, document the reasons for this finding. 
 
Ensure that the laboratory has test systems, equipment and/or instruments capable of 
producing results within the laboratory’s stated test performance specifications. 
 
Ensure that the laboratory has test systems, equipment and/or instruments necessary to 
perform the laboratory’s volume of testing (preanalytic, analytic, postanalytic) within 
established turnaround times. 
 
Data capacity in the laboratory’s information system should be sufficient for current data 
entry.  If capacity is maintained by deletion of data, it should be scheduled and 
documented.  
 
For Cytology, laboratories should use coverslips that cover the entire surface of the 
specimen.  
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§493.1101 Standard:  Facilities 
 
(c)The laboratory must be in compliance with applicable Federal, State, and local 
laboratory requirements. 
 
Interpretive Guidelines §493.1101(c) 
 
The laboratory must possess a current license issued by the State or local government, if 
such licensing exists.  If a State or local government removes a laboratory’s license and 
the right to operate within the State or locality, Centers for Medicare & Medicaid 
Services (CMS) may take an action to revoke the Clinical Laboratory Improvement 
Amendments (CLIA) certificate. 
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§493.1101 Standard:  Facilities 
 
(d) Safety procedures must be established, accessible, and observed to ensure 
protection from physical, chemical, biochemical, and electrical hazards, and 
biohazardous materials. 

 



 

 

Interpretive Guidelines §493.1101(d) 
 
If you observe or obtain information regarding potential safety violations not applicable 
under CLIA, notify the appropriate State or local authority.  Consult with the Regional 
Office (RO) for notification to other Federal agencies such as the Occupational Safety 
and Health Administration (OSHA) (www.osha.gov), Environmental Protection Agency 
(EPA) (www.epa.gov), or Nuclear Regulatory Commission (NRC).  The appropriate 
Federal, State or local authority, if warranted, will investigate and, if necessary, conduct 
an on-site visit.   
 
Probes §493.1101(d)  
 
What safety protocols are observed and practiced in the laboratory?  
 
How does the laboratory, including temporary testing sites or mobile units:  
 

• Dispose of radiological, chemical, and biological wastes (including blood drawing 
equipment); 
 

• Clean up spills (chemical, biological, and radiological); and 
 

• Determine the amount of waste that can safely be contained and the precautions 
necessary to ensure that liquid waste does not spill or splash while in travel 
status?  

 
What chemical, radiological, or biological precautions are taken, if any, during the 
preparation or handling of reagents? 
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§493.1101 Standard:  Facilities 
 
(e) Records and, as applicable, slides, blocks, and tissues must be maintained and 
stored under conditions that ensure proper preservation. 
 
Interpretive Guidelines §493.1101(e) 
 
The laboratory must arrange a secure area for storage of records and, as applicable, 
slides, blocks, and tissues that will provide conditions that ensure proper preservation of 
specimens and records.  
 
Paraffin blocks must be stored in a cool dry environment.  Exposure to excessive heat 
may cause blocks to melt. 
 
Probes §493.1101(e)  

http://www.osha.gov/
http://www.epa.gov/

