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Summary Statement of Deficiencies

D2153 ABO GROUP AND D(RHO) TYPING
CFR(s): 493.859(a)

Failure to attain a score of at least 100 percent of acceptable responses for each 
analyte or test in each testing event is unsatisfactory analyte performance for the 
testing event.

This STANDARD is not met as evidenced by:
Based on review on 07/13/2021 at 1:30 p.m. of the laboratory API (American 
Proficiency Institute) proficiency testing (PT) results reports, and interview with the 
laboratory staff, ten (10) random patient test reports reviewed from 12/32/2019 to 07
/10/2021, it was determined that the laboratory failed to attain a score of at least 100 
percent of acceptable responses for each analyte or test in each testing event was 
unsatisfactory analyte performance for the testing event. The findings included: a. The 
laboratory performed Rh (D) type and is enrolled in API (American Proficiency 
Institute) proficiency testing (PT) program using the Eldon card procedure. b. The 
laboratory attained a score of 60% for Rh (D) in the 1st PT event 2020 which was 
unsatisfactory analyte performance. Sample# RPT Result EXP Result RH-01 Rh Pos 
Rh Pos RH-02 Rh Pos Rh Neg RH-03 Reported problem Not Graded Rh-04 Rh Pos 
Rh Neg Rh-05 Reported problem Not graded c. The laboratory staff affirmed on 07/13
/202 3:00 p.m. (survey date) that the laboratory failed to attain a score of at least 100 
percent of acceptable responses for each analyte or test in the testing event. d. The 
laboratory's testing declaration estimates the annual volume of Rh typing performed 
and reported at 3,000 tests.
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