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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D3037 RETENTION REQUIREMENTS

CFR(s): 493.1105(a)(4)

Proficiency testing records. Retain all proficiency testing records for at least 2 years.

This STANDARD is not met as evidenced by:

Based on review of proficiency testing records and confirmed by laboratory personnel
#1 (refer to the Laboratory Personnel Report) at approximately 10:15 am on 5/23/23,
the laboratory failed to retain proficiency testing attestation statements for three out of
Six testing events from 5/23/2021 - 5/23/2023. The findings include: 1. The laboratory
did not retain the proficiency testing attestation statement for 2023 testing event 1. 2.
The laboratory did not retain the proficiency testing attestation statement for 2022
testing event 3. 3. The laboratory did not retain the proficiency testing attestation
statement for 2022 testing event 2.

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 review of the Clinical Laboratory Improvement Amendments (CLI1A)
Application for Certification (CMS-116 form) and the laboratory procedure manual
and confirmed by laboratory personnel identifier #1 (refer to the Laboratory Personnel
Report) at approximately 10:30 am on 5/23/23, the laboratory director failed to
approve, sign and date all laboratory procedures. The findingsinclude: 1. The lowa
State Agency received a CLIA Application for Certification (CMS-116 form) on 9/9
12022 requesting a change to a new laboratory director. 2. At the time of the survey,



the new laboratory director did not approve, sign or date any of the laboratory
procedures.



