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Summary Statement of Deficiencies

An announced CLIA recertification survey was conducted at Mahesh Patel MD PA on
03/31/2023. The laboratory is not in compliance with 42 CFR Part 493, Requirements
for Laboratories. The following is a description of the standard level deficiencies:

MAINTENANCE AND FUNCTION CHECKS
CFR(S): 493.1254(a)(1)

For unmodified manufacturer's equipment, instruments, or test systems, the laboratory
must perform and document maintenance as defined by the manufacturer and with at
least the frequency specified by the manufacturer.

This STANDARD is not met as evidenced by:

Based on interview with the Technical Consultant and record review of the
manufacturer's instructions for use and maintenance logs, the laboratory failed to
document weekly instrument maintenance for the Beckman Coulter Access 2 analyzer
for testing prostate specific antigen, free prostrate specific antigen, and testosterone
for 85 weeks out of 104 weeks for two out of two years (2021-2023) reviewed.
Findings included: Review of the Beckman Coulter Access 2 Instructions for Use
revealed "If the system is not used to run assays every day, it is still important to
perform weekly maintenance on schedule to ensure that the system is ready when
needed." Review of the Access 2 instructions for use maintenance log reveal ed
weekly maintenance required: Cleaning the instrument exterior Inspecting the liquid
waste bottle Checking waste filter bottle I nspecting/cleaning the primary probe

Repl acing/cleaning aspirate probes Running the daily maintenance Running the
system check Review of the "Access 2 Maintenance Log" logs revealed that weekly
maintenance had not been documented for the followings weeks: 1. 4th week of
March 2021 2. 1st week of May 2021 3. 2nd week of May 2021 4. 3rd week of May
2021 5. 4th week of May 2021 6. 1st week of June 2021 7. 2nd week of June 2021 8.
3rd week of June 2021 9. 4th week of June 2021 10. 2nd week of July 2021 11. 3rd
week of July 2021 12. 1st week of August 2021 13. 2nd week of August 2021 14. 3rd
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week of August 2021 15. 1st week of September 2021 16. 2nd week of September
2021 17. 3rd week of September 2021 18. 4th week of September 2021 19. 1st week
of October 2021 20. 3rd week of October 2021 21. 4th week of October 2021 22. 1st
week of November 2021 23. 2nd week of November 2021 24. 3rd week of November
2021 25. 4th week of November 2021 26. 1st week of December 2021 27. 2nd week
of December 2021 28. 3rd week of December 2021 29. 4th week of December 2021
30. 1st week of January 2022 31. 2nd week of January 2022 32. 3rd week of January
2022 33. 4th week of January 2022 34. 1st week of February 2022 35 2nd week of
February 2022 36. 3rd week of February 2022 37. 4th week of February 2022 38. 1st
week of March 2022 39. 2nd week of March 2022 40. 3rd week of March 2022 41.
4th week of March 2022 42. 1st week of April 2022 43. 2nd week of April 2022 44.
3rd week of April 2022 45. 4th week of April 2022 46. 1st week of May 2022 47. 2nd
week of May 2022 48. 3rd week of May 2022 49. 4th week of May 2022 50 1st week
of June 2022 51. 2nd week of June 2022 52. 3rd week of June 2022 53. 4th week of
June 2022 54. 1st week of July 2022 55. 2nd week of July 2022 56. 4th week of July
2022 57. 1st week of August 2022 58. 2nd week of August 2022 59. 3rd week of
August 2022 60. 4th week of August 2022 61. 2nd week of September 2022 62. 3rd
week of September 2022 63. 4th. week of September 2022 64. 1st week of October
2022 65. 2nd week of October 2022 66. 3rd week of October 2022 67. 4th week of
October 2022 68. 1st week of November 2022 69 2nd week of November 2022 70.
3rd week of November 2022 71. 4th week of November 2022 72. 2nd week of
December 2022 73. 3rd week of December 2022 74. 4th week of December 2022 75.
1st week of January 2023 76. 2nd week of January 2023 77. 3rd week of January 2023
78. 1st week of February 2023 79. 2nd week of February 2023 80. 3rd week of
February 2023 81. 4th week of February 2023 82. 1st week of March 2023 83. 2nd
week of March 2023 84. 3rd week of March 2023 85. 4th week of March 2023
Interview with the Technical Consultant on 3/31/23 at 1:16 PM confirmed the weekly
mai ntenance was not performed every week.



