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D3009 FACILITIES

CFR(S): 493.1101(c)

The laboratory must be in compliance with applicable Federal, State, and local
laboratory requirements.

This STANDARD is not met as evidenced by:

An unannounced complaint survey was performed on 11/30/23 to determine if
Ridgewood Diagnostics Laboratory was in compliance with CLIA regulations 42 C.F.
R. 493. Based on surveyor interview with the laboratory technical/general supervisor
(TGS) and an in-office review of the laboratory's requirements for a New Jersey State
Clinical Laboratory License (NJCLL) under New Jersey Statutes Annotated: N.J.S.A.
45:9-42.28. License; necessity; categories, the laboratory failed to maintain aNJCLL
for 2022 and 2023. The findings include: 1. The TGS stated that their NJCLL had
been denied for 2022 and 2023 by the NJ State Clinical Laboratory Licensure
Program (NJCLLP). 2. The NJCLLP Manager confirmed on 11/29/23, prior to the
complaint survey, that the laboratory was denied their NJCLL license for 2022 and
2023. 3. The laboratory performed Toxicology testing on 4,480 patient specimens
from 1/1/22 to 12/31/22. 4. The laboratory performed Toxicology testing on 4,259
patient specimens from 1/1/23 to 11/28/23. 5. The laboratory performed allergy
testing under Diagnostic Immunology on 37 patient specimens from 1/7/22 to 12/5/22.
6. The laboratory performed allergy testing under Diagnostic Immunology on 252
patient specimens from 1/12/23 to 7/7/23. 7. The TGS confirmed on 11/30/23 at 11:00
am that the laboratory did not maintain a NJCLL for 2022 and 2023.



