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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
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 procedure review, record review, and interview with the office manager,
the laboratory failed to ensure written competency policies were established and
implemented for seven (#1 - #7) of seven testing personnel (TP) performing
moderately complex ABO Rh testing from April 2017 to April 2019. Findings
include: 1. Procedure review revealed the laboratory competency policy did not
contain one of the six minimum regulatory requirements: "Assessment of test
performance through testing previously analyzed specimens, internal blind testing
samples or externa proficiency testing samples." 2. Record review revealed for seven
of seven TP the competency assessments lacked documentation for the missing
regulatory requirement from April 2017 to April 2019. 3. During the interview on
March 28, 2019 at 9:17 AM, the office manager acknowledged the competency
assessment did not contain all the minimum regulatory requirements.

D6018 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(9): 493.1407()(4)(iii)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. () The laboratory
director must-- (e)(4)(iii) Ensure that all proficiency testing reports received are
reviewed by the appropriate staff to evaluate the laboratory's performance and to



identify any problems that require corrective action;

This STANDARD is not met as evidenced by:

. Based on record review and interview with the office manager, the laboratory
director failed to ensure the final American Proficiency Institute (API) proficiency
testing (PT) reports were reviewed by the appropriate TP for three (1st - 3rd events
2018) of six events reviewed. Findings include: 1. Record review of the final AP
reports revealed the appropriate TP did not review the 1st - 3rd events of 2018. 2.
During the interview on March 28, 2019 at 11:10 AM, the office manager
acknowledged the TP did not document review of the final PT reports. *** Repeat
Deficiency from September 20, 2016 survey***



