
 

 

 
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 



 

 

equivalent, as determined by CMS.  An equivalent laboratory is a Veterans Health 
Administration (VHA) laboratory, a CLIA-exempt laboratory or a laboratory under the 
auspices of the Department of Defense (DoD). 
 
Probes §493.1103 
 
For laboratories performing ABO grouping, D typing, unexpected antibody detection or 
compatibility testing using automated methods, is there a back-up system in place to 
ensure availability of service on a continuous basis when the automated system is 
malfunctioning? 
 
Is staff trained and competent in the back-up system? 
 
D3021 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1103 Standard:  Requirements for transfusion services 
 
(c) Blood and blood products storage and distribution. (1) If a facility stores or 
maintains blood or blood products for transfusion outside of a monitored 
refrigerator, the facility must ensure the storage conditions, including temperature, 
are appropriate to prevent deterioration of the blood or blood product. 
 
Interpretive Guidelines §493.1103(c)(1) 
 
Determine where blood and blood products are stored.  There may be various 
unconventional blood storage areas such as operating rooms, nursing stations, long-term 
care facilities, and dialysis units.  Determine that the facility ensures the appropriate 
temperature is maintained and documented for each storage area during the time blood 
and blood products are stored. 
 
Acceptable temperature ranges must be established and actual readings of temperature-
controlled storage areas must be recorded during the time that blood or blood products for 
transfusion are stored.  Whole Blood, Red Blood cells, and Thawed Plasma should be 
stored between 1 and 6ºC; Platelets and Thawed Cryoprecipitated AHF should be stored 
between 20 and 24ºC;  Fresh Frozen Plasma, Plasma Frozen within 24 hours after 
Phlebotomy, and Cryoprecipitated AHF should be stored at -18ºC or colder. 
 
Facilities that provide transfusion services (not certified for the specialty of 
Immunohematology) and perform nonwaived testing are held to the requirements for the 
storage and distribution of blood and blood products.  The laboratory providing the blood 
or blood products may supply these facilities with the following: 
 

• Policies for the proper storage and transportation of blood or blood products;  
 
• Procedures to alert the laboratory of blood storage problems; 


