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Summary Statement of Deficiencies

D0000 A recertification survey was performed on February 25, 2026 by the State of 
Michigan Licensing and Regulatory Affairs Department. The laboratory was found to 
be out of compliance with CLIA regulations (42 CFR Part 493, Laboratory 
Requirements) for the following condition-level deficiencies: 493.1459 Condition: 
Laboratories performing high complexity testing; general supervisor. Based on record 
review and interview with general supervisor #2, the laboratory failed to operate as a 
separate laboratory to comply with 493.43 for six (September 2025 to February 2026) 
of six months since laboratory B started testing. Findings include: 1. The surveyor 
observed the laboratory director's office on 2/25/26 at 1:00 pm. The office was in suite 
307, where laboratory B is located. 2. A review of laboratory B's records revealed this 
laboratory started testing in suite 307 on 9/24/25. Laboratory A's address is in suite 
309. 3. An interview on 2/25/26 at 1:55 pm with general supervisor #2 confirmed the 
laboratory director is reading digital pathology slides for laboratory A out of his office 
in suite 307.

D6127 TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(s): 493.1451(b)(9)

(b)(9) Evaluating and documenting the performance of individuals responsible for 
high complexity testing at least semiannually during the first year the individual tests 
patient specimens.

This STANDARD is not met as evidenced by:
. Based on record review and interview with general supervisor #2, the technical 
supervisor failed to perform and evaluate testing personnel competency at least 
semiannually within the first year of testing for one (testing personnel #8) of three 
testing personnel performing specimen grossing listed on Form CMS-209. Findings 
include: 1. A review of testing personnel competency assessment records revealed a 
lack of semiannual competency assessments performed for testing personnel #8, who 
performs specimen grossing. Testing personnel #8 completed training in April 2024 
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and had competency assessments performed on 8/29/24 and 8/29/25. No semiannual 
competency assessment was present. 2. An interview on 2/25/26 at 3:30 pm with 
general supervisor #2 confirmed semiannual competency assessments were performed 
within the first year of testing for testing personnel #8.

D6141 GENERAL SUPERVISOR
CFR(s): 493.1459

The laboratory must have one or more general supervisors who are qualified under 
493.1461 of this subpart to provide general supervision in accordance with 493.1463 
of this subpart.

This CONDITION is not met as evidenced by:
. Based on record review and interview with general supervisor #2, the laboratory 
failed to ensure general supervisor #2, overseeing histopathology and oral pathology 
testing, was a state-licensed physician and had, or was a resident seeking the 
appropriate board certification. Refer to D6143.

D6143 GENERAL SUPERVISOR QUALIFICATIONS
CFR(s): 493.1461

(a) The general supervisor must possess a current license issued by the State in which 
the laboratory is located, if such licensing is required; and (b) The general supervisor 
must be qualified as a-- (b)(1) Laboratory director under 493.1443; or (b)(2) 
Technical supervisor under 493.1449. (c) If the requirements of paragraph (b)(1) or 
(2) of this section are not met, the individual functioning as the general supervisor 
must-- (c)(1)(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric 
medicine licensed to practice medicine, osteopathy, or podiatry in the State in which 
the laboratory is located or have earned a doctoral, master's, or bachelor's degree in a 
chemical, biological, clinical or medical laboratory science, or medical technology 
from an accredited institution; and (c)(1)(ii) Have at least 1 year of laboratory training 
or experience, or both, in high complexity testing; or (c)(2)(i) Qualify as testing 
personnel under 493.1489(b)(3); and (c)(2)(ii) Have at least 2 years of laboratory 
training or experience, or both, in high complexity testing; or (c)(3) Meet the 
requirements at  493.1443(b)(3) or  493.1449(c)(4) or (5); or (c)(4) Notwithstanding 
any other provision of this section, an individual is considered qualified as a general 
supervisor under this section if they were qualified and serving as a general supervisor 
in a CLIA-certified laboratory as of December 28, 2024, and have done so 
continuously since December 28, 2024. (d) For blood gas analysis, the individual 
providing general supervision must-- (d)(1) Be qualified under 493.1461(b)(1) or (2), 
or 493.1461(c); or (d)(2)(i) Have earned a bachelor's degree in respiratory therapy or 
cardiovascular technology from an accredited institution; and (d)(2)(ii) Have at least 
one year of laboratory training or experience, or both, in blood gas analysis; or (d)(3)
(i) Have earned an associate degree related to pulmonary function from an accredited 
institution; and (d)(3)(ii) Have at least two years of training or experience, or both in 
blood gas analysis. (e) The general supervisor requirement is met in histopathology, 
oral pathology, dermatopathology, and ophthalmic pathology because all tests and 
examinations, must be performed: (e)(1) In histopathology, by an individual who is 
qualified as a technical supervisor under 493.1449(b) or (f)(1); (e)(2) In 
dermatopathology, by an individual who is qualified as a technical supervisor under 
493.1449(b) or 493.1449(f)(2); (e)(3) In ophthalmic pathology, by an individual who 
is qualified as a technical supervisor under 493.1449(b) or 493.1449(f)(3); and (e)(4) 



In oral pathology, by an individual who is qualified as a technical supervisor under 
493.1449(b) or (g).

This STANDARD is not met as evidenced by:
. Based on record review and interview with general supervisor #2, the laboratory 
failed to ensure general supervisor #2, overseeing histopathology and oral pathology 
testing, was a state-licensed physician and had, or was a resident seeking the 
appropriate board certification for one (general supervisor #2) of two general 
supervisors listed on Form CMS-209. Findings include: 1. A review of general 
supervisor #2's, overseeing histopathology and oral pathology testing, qualification 
records revealed a lack of records showing they were a state-licensed physician and 
either certified in pathology or dermatopathology by the American Board of 
Pathology or the American Osteopathic Board of Pathology or a resident in a training 
program leading to certification. There was a lack of documentation showing they 
were certificed in oral pathology by the American Board of Oral Pathology or a 
resident in a training program leading to certification. 2. An interview on 2/25/26 at 
12:56 pm with general supervisor #2 revealed they were performing competency 
assessments for testing personnel performing grossing in oral pathology and 
dermatopathology specialties and confirmed they did not meet the qualification 
requirements for general supervisor.


