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D5407 PROCEDURE MANUAL

CFR(s): 493.1251(d)

Procedures and changes in procedures must be approved, signed, and dated by the
current laboratory director before use.

This STANDARD is not met as evidenced by:

Based on new Mohs procedure review, test report review and direct observation, the
procedure for Mohs frozen section testing failed to include the signature and date the
director approved the frozen section testing procedure. The laboratory started testing
in July 2016 and performs from 3 to 9 frozen section tests per day. Findings include:
1. The new Mohs frozen section method used to determine the presence or absence of
tumor cellsin micrographic surgery specimens failed to include the director's
signature and date the process was approved. 2. In an interview with staff on 02/05
/2018 at approximately 12:30 P.M. staff confirmed the director had not signed and
dated the procedure as approved.

D6054 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the
performance of individuals responsible for moderate complexity testing at |east
annually, after the first year.

This STANDARD is not met as evidenced by:

Based on patient test record review, lack of documentation, and confirmation by staff,
the laboratory technical consultant failed to ensure testing personnel performing
moderate complexity potassium hydroxide, (KOH), testing were evaluated annually
after the first year of testing to ensure they could accurately test and report KOH test



results for 2 of 5 testing personnel in 2016 and 2017. The laboratory performed
approximately 50 KOH tests per year. Findings include: 1. Patient test records review
included documentation moderate complexity testing personnel performed KOH
testing for patient #1801469 on 08/03/2017 by test person D, and on 01/30/2016 for
patient date of birth 11/20/1980 by test person E. 2. Competency records failed to
include documentation the two testing personnel performing the KOH tests listed in
finding #1 (D and E) were evaluated for competency in 2016 or 2017. 3. In an
interview with staff on 02/05/2018 at approximately 11 :00 A.M. staff confirmed they
did not have competency documentation for two testing personnel who performed
KOH tests.



