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Summary Statement of Deficiencies

D5209 PERSONNEL COMPETENCY ASSESSMENT POLICIES
CFR(s): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish 
and follow written policies and procedures to assess employee and, if applicable, 
consultant competency.

This STANDARD is not met as evidenced by:
. Based on record review and interview with the Director of Quality, the laboratory 
failed to follow its competency procedure to assess testing personnel competency for 
1 (Testing Personnel #13) of 28 testing personnel listed on Form CMS-209. Findings 
include: 1. A review of the laboratory's "Competency" procedure revealed a section 
stating, "Staff who will conduct Rh testing, using the Eldon Card, undergo face to face 
training, which includes monitoring of patient preparation, specimen handling, and 
interpretation. In addition, PPMI purchases blood from a vendor in order to do blind 
blood samples to test staff competency. Staff are observed by the Laboratory Director 
or a Technical Consultant, and the Rh Training Checklist 143A is signed to show that 
competency was demonstrated." 2. A review of testing personnel competency 
assessments revealed the competency assessment dated 4/1/22 for Testing Personnel 
#13 was not signed by the Laboratory Director or the Technical Consultant to show 
competency was demonstrated for the performance of Rh testing. 3. An interview on 6
/23/22 at 11:19 am with the Director of Quality confirmed Testing Personnel #13 did 
not have their competency assessment signed by the Laboratory Director or the 
Technical Consultant to show competency was demonstrated for the performance of 
Rh testing.
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