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Summary Statement of Deficiencies

Aninitia certification survey conducted at Gift of Life Marrow Registry on 11/04
/2019, found the laboratory was not in compliance with 42 CFR Part 493,
Requirements for Laboratories.

HEMATOLOGY
CFR(s): 493.851(b)

Failure to attain an overall testing event score of at least 80 percent is unsatisfactory
performance.

This STANDARD is not met as evidenced by:

Based on record review of College American Pathologists (CAP) proficiency testing
records and interview with Technical Consultant (TC), the laboratory received an
unsatisfactory score for 1 (3rd event of 2019) out of 1 event for Hematology specialty
reviewed. Findingsinclude: Review of CAP proficiency records for 2019 3rd event,
revealed that the laboratory received a 0 % score for Cell Identification test and 40 %
for Hematocrit test resulting in an overall score of 73 % for the Hematology specialty.
During an interview on 11/04/2019 at 1:30 PM, the TC confirmed that the |aboratory
failed the event of reference.

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 laboratory personnel, the laboratory did
not have job descriptions for the Technical Supervisor (TS) and Technical Consultant
(TC) positions; in the procedure manual and failed to perform the initial competency
assessment for L out of 1 TCand 1 (TSB) out of 2 TS(TS A and TS B). Findings
include: -Review of procedure manual on 11/1/2019, revealed that there was not job
description for TC and TS. - Review of personnel files revealed that, there was no
documentation of the initial competency assessment for TC and TS B, who isthe
same person. During an interview on 11/04/2019 at 12:00 PM, with TC (TS B), she
confirmed that there was no job description for TC and TS in the procedure manual
and that there was no documentation of her competency assessment listed above for
the period of reference.



