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Summary Statement of Deficiencies

RETENTION REQUIREMENTS
CFR(S): 493.1105(3)(2)

Test procedures. Retain a copy of each test procedure for at least 2 years after a
procedure has been discontinued. Each test procedure must include the dates of initial
use and discontinuance.

This STANDARD is not met as evidenced by:

Based on surveyor review of procedures and interviews with atechnical consultant,
the laboratory did not discontinue one of three procedures when the laboratory
stopped performing the tests. Findings include: 1. Interview with atechnical
consultant (staff A) on June 8, 2023, at 9:00 AM revealed the laboratory had
discontinued testing samples for microalbumin, hemoglobin Alc, and Prothrombin
Time/ INR (International Normalized Ratio) since the last survey. 2. Review of
procedures showed no indication the laboratory discontinued the 'Prothrombin Time -
ACL Top and INR (International Normalized Ratio) ACL-TOP test procedure. The
procedure showed it was in use at the Gateway laboratory. 3. Interview with staff A
on June 8, 2023, at 11:20 AM confirmed the prothrombin time/ INR test was
discontinued at this laboratory and confirmed the procedure had not been discontinued
for this location.



