
 

 

program within the time frame for submitting proficiency testing results of the 
suspension of patient testing and the circumstances associated with failure to 
perform tests on proficiency testing samples; and 
 
(3) The laboratory participated in the previous two proficiency testing events. 
 
D2159 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.859 Standard; ABO group and D (Rho) typing 
 
(d) Failure to return proficiency testing results to the proficiency testing program 
within the time frame specified by the program is unsatisfactory performance and 
results in a score of 0 for the testing event. 
 
D2160 
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§493.859 Standard; ABO group and D (Rho) typing 
 
(e)(1) For any unsatisfactory testing event for reasons other than a failure to 
participate, the laboratory must undertake appropriate training and employ the 
technical assistance necessary to correct problems associated with a proficiency 
testing failure. 
 
(2) For any unacceptable analyte or unsatisfactory testing event score, remedial 
action must be taken and documented, and the documentation must be maintained 
by the laboratory for two years from the date of participation in the proficiency 
testing event. 
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§493.859 Standard; ABO group and D (Rho) typing 
 
(f) Failure to achieve satisfactory performance for the same analyte in two 
consecutive testing events or two out of three consecutive testing events is 
unsuccessful performance. 
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§493.859 Standard; ABO group and D (Rho) typing 
 
(g) Failure to achieve an overall testing event score of satisfactory for two 



 

 

consecutive testing events or two out of three consecutive testing events is 
unsuccessful performance. 
 
D2164 
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§493.861 Standard:  Unexpected antibody detection 
(a) Failure to attain an overall testing event score of at least 80 percent is 
unsatisfactory performance. 
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§493.861 Standard; Unexpected antibody detection 
 
(b) Failure to participate in a testing event is unsatisfactory performance and results 
in a score of 0 for the testing event. 
 
Consideration may be given to those laboratories failing to participate in a testing 
event only if-- 
 
(1) Patient testing was suspended during the time frame allotted for testing and 
reporting proficiency testing results; 
 
(2) The laboratory notifies the inspecting agency and the proficiency testing 
program within the time frame for submitting proficiency testing results of the 
suspension of patient testing and the circumstances associated with failure to 
perform tests on proficiency testing samples; and 
 
(3) The laboratory participated in the previous two proficiency testing events. 
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§493.861 Standard; Unexpected antibody detection 
 
(c) Failure to return proficiency testing results to the proficiency testing program 
within the time frame specified by the program is unsatisfactory performance and 
results in a score of 0 for the testing event. 
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§493.861 Standard; Unexpected antibody detection 
 


