
 

 

segregated to prevent contamination? 
 
If the laboratory does not have an emergency power source for the blood storage 
equipment and temperature alarm system, how does the laboratory ensure that blood is 
maintained at the appropriate temperature when a power failure occurs?  
 
If the laboratory is not staffed 24 hours a day, seven days a week, how does it ensure 
prompt response to an activated alarm (evenings, weekends, and holidays)? 
 
D5557 
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§493.1271 Standard:  Immunohematology 
 
(d) Retention of Samples of Transfused Blood.  According to the laboratory’s 
established procedures, samples of each unit of transfused blood must be retained 
for further testing in the event of transfusion reactions.  The laboratory must 
promptly dispose of blood not retained for further testing that has passed its 
expiration date. 
 
Interpretive Guidelines §493.1271(d 
 
There is no specific timeframe for retaining donor and recipient blood samples. However, 
it is common practice to keep these samples for a minimum of seven days after each 
transfusion in case there is a need for retesting. 
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§493.1271 Standard:  Immunohematology 
 
(e) Investigation of transfusion reactions.  
 

(e)(1) According to its established procedures, the laboratory that performs 
compatibility testing, or issues blood or blood products, must promptly 
investigate all transfusion reactions occurring in facilities for which it has 
investigational responsibility and make recommendations to the medical staff 
regarding improvements in transfusion procedures. 

 
(e)(2) The laboratory must document, as applicable, that all necessary 
remedial actions are taken to prevent recurrences of transfusion reactions 
and that all policies and procedures are reviewed to assure they are adequate 
to ensure the safety of individuals being transfused. 

 
Interpretive Guidelines §493.1271(e)(2): 
 



 

 

Examine records of transfusion reaction investigations for completeness, accuracy, and 
promptness.  Verify that investigations of transfusion reactions are conducted in 
accordance with the facility’s established protocols.  Records must include each step of 
the investigation, including conclusions and any follow-up. 
 
Probes §493.1271(e)(2): 
 
If problems or technical errors are identified during a transfusion reaction investigation, 
are corrective actions taken and, as applicable, procedures instituted to prevent a 
recurrence? 
 
Did the laboratory assess the adequacy of the procedures implemented?  Use D5793. 
 
§493.1271 Standard:  Immunohematology 
 
(f) Documentation. The laboratory must document all control procedures 
performed, as specified in this section. 
 
Interpretive Guidelines §493.1271(f) 
 
All non-transfusion related immunohematology QC records must be retained for at least 2 
years.  Use D3035. 
 
Transfusion-related immunohematology QC records, including but not limited to, donor 
processing, compatibility testing, and transfusion reaction investigations, must be 
retained for the timeframe stated at 21 CFR §606.160(d). 
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§493.1273 Standard:  Histopathology 
 
(a) As specified in §493.1256(e)(3), fluorescent and immunohistochemical stains 
must be checked for positive and negative reactivity each time of use.  For all other 
differential or special stains, a control slide of known reactivity must be stained with 
each patient slide or group of patient slides.  Reactions(s) of the control slide with 
each special stain must be documented.   
 
Interpretive Guidelines §493.1273(a) 
 
When condition-level deficiencies in Histopathology are identified in any or all phases of 
testing, use D5028. 
 
The technical component, preparation of slides (TC) can be prepared in one laboratory 
and the finished product sent to another laboratory for professional interpretation (PC).  
Both laboratories should show documentation of adequate slide preparation which is 

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=606.160

