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Summary Statement of Deficiencies

D0000 The OBGYN West - Minnetonka laboratory was found to be out of compliance with 
the regulations of the Clinical Laboratory Improvement Amendments of 1988 (42 C.F.
R. part 493) upon completion of the recertification survey performed on May 7, 2026. 
The following standard-level deficiencies were cited: 493.1407 Moderate complexity 
laboratory director responsibilities .

D6006 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(d)

(d) Each individual may direct no more than five laboratories.

This STANDARD is not met as evidenced by:
. Based on document review and Center for Medicare and Medicate Services (CMS) 
database inquiry, the laboratory director failed to ensure she directed no more than 
five non-waived laboratories since 12/17/25. Findings are as follows: 1. The Clinical 
Laboratory Improvement Amendments (CLIA) Application for Certification Form 
CMS-116 and the Laboratory Personnel Report Form CMS-209 provided by the 
laboratory on date of survey, 05/07/26, indicated the OBGYN West - Minnetonka 
laboratory director role was held by Dr. CL. 2. Review of the CMS database and the 
Form CMS-116 indicated Dr. CL was concurrently directing the following Certificate 
of Compliance (CoC), Certificate of Accreditation (CoC), and Certificate of Provider 
Performed Microscopic Procedures (PPMP) laboratories: OBGYN West Minnetonka 
24D0665003 CoC OBGYN West Eden Prairie 24D0400928 CoC Oakdale OB/GYN 
Plymouth 24D0920745 CoA Oakdale OB/GYN Blaine 24D2118284 CoA Oakdale OB
/GYN Maple Grove 24D1042980 CoA OBGYN West Waconia 24D2145929 PPMP 
Dr. CL assumed directorship of the three CoA laboratories on 12/17/26. The other 
three laboratories were under her responsibility prior to that date. 3. The maximum 
allowable number of laboratories directed by one individual was exceeded by Dr. CL. 
4. In an email received at 4:17 p.m. on 05/08/26, the Technical Consultant confirmed 
the above finding.
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