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Summary Statement of Deficiencies

D0000 An onsite recertification survey conducted on March 6, 2024, at Agape Pain 
Management & Anesthesia LLC found the laboratory to be in compliance with the 
CLIA regulations found at 42 CFR, Part 493 Laboratory Requirements, with standard 
deficiencies cited.

D5401 PROCEDURE MANUAL
CFR(s): 493.1251(a)

A written procedures manual for all tests, assays, and examinations performed by the 
laboratory must be available to, and followed by, laboratory personnel. Textbooks 
may supplement but not replace the laboratory's written procedures for testing or 
examining specimens.

This STANDARD is not met as evidenced by:
Based on review of ImmTox 270 Maintenance Guide, ImmTox270 Periodic 
Maintenance Log, and interview, the laboratory failed to follow procedures for 
performing required weekly maintenance on the ImmTox270 for 6 of 18 weeks from 
November 2023 through February 2024. Findings Included: 1. Review of the ImmTox 
270 Maintenance Guide lists the following required maintenance to be done weekly: - 
ImmTox270 and LIS Backup - Special wash (probes and cells) - Probe Wash 2. 
Review of the ImmTox270 Periodic Maintenance Log revealed the following weekly 
maintenance being performed: - ImmTox270 and LIS Backup - Special wash (probes 
and cells) - Probe Wash - Clean Water Reservoir -Clean Waste Reservoir 3. Review 
of ImmTox270 Periodic Maintenance Log also revealed the following weeks where 
weekly maintenance was not performed. 1. November 13th - 17th 2023 2.December 
18th - 27th 2023 3. December 25th - 29th 2023 4. January 1st - 5th 2024 5. January 
15th - 19th 2024 6. February 5th - 9th 2024 4. Interview on March 6th, 2024 at 2:30 
pm with the general supervisor confirmed the findings.

D6065 TESTING PERSONNEL QUALIFICATIONS
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CFR(s): 493.1423(b)(1)(2)(3)(4)(i)

(b) Meet one of the following requirements: (b)(1) Be a doctor of medicine or doctor 
of osteopathy licensed to practice medicine or osteopathy in the State in which the 
laboratory is located or have earned a doctoral, master's, or bachelor's degree in a 
chemical, physical, biological or clinical laboratory science, or medical technology 
from an accredited institution; or (b)(2) Have earned an associate degree in a 
chemical, physical or biological science or medical laboratory technology from an 
accredited institution; or (b)(3) Be a high school graduate or equivalent and have 
successfully completed an official military medical laboratory procedures course of at 
least 50 weeks duration and have held the military enlisted occupational specialty of 
Medical Laboratory Specialist (Laboratory Technician); or (b)(4)(i) Have earned a 
high school diploma or equivalent; and

This STANDARD is not met as evidenced by:
Based on review of CMS 209 form and interview, the laboratory failed to provide 
education records for 1 (TP #4) of 7 testing personnel (TP). Findings include: 1. 
Review of CMS 209 form listed 7 testing personnel. 2. Education records were 
requested for testing personnel #4. None were provided. 3. Interview on March 6th, 
2024 at 10:30 am with the general supervisor confirmed the findings.


