
 

 

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? 
 
D3013 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§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/


 

 

 
For Cytology and Histology, how does the laboratory ensure that the slides have 
completely dried prior to being stored? 
 
D3015 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1103 Standard:  Requirements for transfusion services 
 
A facility that provides transfusion services must meet all of the requirements of this 
section and document all transfusion-related activities. 
 
Interpretive Guidelines §493.1103 
 
A “facility that provides transfusion services” is any entity that may store and/or 
administer blood and blood products to patients. 
 
D3017 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1103 Standard:  Requirements for transfusion services 
 
(a) Arrangement for services. The facility must have a transfusion service 
agreement reviewed and approved by the responsible party(ies) that govern the 
procurement, transfer, and availability of blood and blood products. 
 
Interpretive Guidelines §493.1103(a) 
 
Determine which services are provided directly by the facility and which are provided 
through agreement and ensure that the agreement is being met. 
 
D3019 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1103 Standard:  Requirements for transfusion services 
 
(b) Provision of testing. The facility must provide prompt ABO grouping, D (Rho) 
typing, unexpected antibody detection, compatibility testing, and laboratory 
investigation of transfusion reactions on a continuous basis through a CLIA-
certified laboratory or a laboratory meeting equivalent requirements as determined 
by CMS. 
 
Interpretive Guidelines §493.1103(b)  
 
Review the agreement and determine if the outside laboratory is CLIA-certified or 


