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Summary Statement of Deficiencies

A CLIA recertification survey was conducted for the New England Cryogenic Center,
Inc. laboratory pursuant to the Clinical Laboratory Improvement Amendments (CLIA)
of 1988 and CLIA regulations at 42 CFR 493.

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 the laboratory did not have awritten
competency procedure which includes direct observation of testing personnel. A
review of the Standard Operating Procedures manual revealed that the laboratory did
not have awritten competency procedure. The technical supervisor confirmed this on
12/11/18 at 10:38 AM. The laboratory performs approximately 10,000 bacteriology
and mycology screens annually.

TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(S): 493.1451(b)(8)(i)

The procedures for evaluation of the competency of the staff must include, but are not
limited to direct observations of routine patient test performance, including patient
preparation, if applicable, specimen handling, processing and testing.

This STANDARD is not met as evidenced by:
Based on record review and interview the technical supervisor failed to include direct
observation when performing competency assessments of testing personnel. A review



of personnel records for four of four testing personnel performing and/or supervising
laboratory testing revealed the fact that there was only awritten test assessed for both
six month and annual competencies. No direct observation of laboratory personnel
performing testing was including in the competency assessment. The technical
supervisor confirmed thison 12/11/18 at 10:38 AM. The laboratory performs
approximately 10,000 bacteriology and mycology screens annually.



