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D5217 EVALUATION OF PROFICIENCY TESTING PERFORMANCE

CFR(S): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure it performs that is not included in subpart | of this part.

This STANDARD is not met as evidenced by:

D5217 Based on review of laboratory policies and procedures, laboratory proficiency
testing records, lack of documentation, and interview with the technical supervisor
(TS), the laboratory failed to perform bi-annual method accuracy evauations for
microscopic Potassium Hydroxide (KOH) wet mount testing from 2023 to the date of
survey, 09/24/2025. Findings include: 1. Review of laboratory policies and procedures
revealed the policy titled, "General Laboratory Policies’, which stated, under section
titled "7.Proficiency Testing", "This laboratory will enroll in formal proficiency
testing appropriate to the test menu and treat all proficiency test challenge specimens
the same as patient specimens.” 2. Review of laboratory PT records found no
documented KOH proficiency testing or bi-annual method accuracy evaluations. 3.
Interview with the TS on 09/24/2025, at 9:48 am, confirmed that the laboratory was
not enrolled in proficiency testing nor did the laboratory have any documented bi-
annual method accuracy evaluations for KOH testing.

D5291 GENERAL LABORATORY SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1239(a)

The laboratory must establish and follow written policies and procedures for an
ongoing mechanism to monitor, assess, and, when indicated, correct problems
identified in the general laboratory systems requirements specified at 493.1231
through 493.1236.
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This STANDARD is not met as evidenced by:

A Based on review of the laboratory's quality assessment policies and procedures,
review of quality assurance records, review of proficiency testing (PT) records, and
interview with the technical supervisor (TS), the laboratory failed to follow the
written quality assurance policy for monitoring, assessing, and correcting problems
related to PT from 2023 to the date of survey, 09/24/25. Findings Include: 1. Review
of the laboratory's policy and procedure manual identified the policy, "Quality
Assurance Program”, stated the following: "Twice yearly review by the laboratory
director or designee will be conducted for quality assurance. Thiswill cover the
quality assessment program for procedures used in this laboratory. The checklists are
used to evaluate general laboratory systems, Pre-analytical systems, analytic systems,
and post-analytic systems. Any discrepancy found in the checklist will be documented
asalab error form and kept | the manual for two years ... Error reporting Anytime and
every time an error occurs, an error form must be filled out.” 2.Review documents
titled "Quality assurance (QA) annual review" signed by the laboratory director
/designee on 3/21/25 and 3/15/24 did not identify issues related to PT and did not
have documented corrective actions. i.Review of PT testing records found no bi-
annual method accuracy evaluations for KOH preparations. See D5217. ii.Review of
PT records found that bi-annual PT for Histopathology in 2023 was not completed as
defined by the sites policy and procedures, 2023 PT review documented completion
on 01/03/25 without a documented corrective action. 3. Interview with the TS on 09-
24-2025 at 9:25 am confirmed the laboratory had failed to follow the quality
assessment policies as described in the document "Quality Assurance Program™. B
Based on review of the laboratory's quality assessment policies and procedures,
review of |aboratory temperature and humidity logs, review of quality assurance
records and interview with the technical supervisor (TS), the laboratory failed to
follow the written quality assurance policy for monitoring, assessing, and correcting
problems related to temperature monitoring for 2023 and 2024 affecting 210 of 488
days the laboratory was performing testing. 1. Review of laboratory policies and
procedures revealed the policy titled, "General Laboratory Policies’, which stated,
under the section titled "12.Documentation of QA and QC", "We document the results
of all QA checks and controls on log sheets and will take appropriate actions when
equipment checks fall outside of the established parameters or controls do not perform
as expected." 2. Review of Laboratory temperature and humidity monitoring logs
found 210 of 488 dates to have been outside of the laboratories acceptable range for
temperature or humidity. See D5781. 3. Review of documents titled "QA monthly
checklist" dated January 2024 and completed by TP #3 and reviewed by the LD/
Designee did not identify the issues related to temperature and humidity monitoring
and did not have documented corrective actions. 4. Interview with the TS on 09-24-
2025 at 11:32 am confirmed the laboratory had failed to follow the quality assessment
policies as described in the document " General Laboratory Policies'.

CORRECTIVE ACTIONS
CFR(S): 493.1282(b)(1)

(b) The laboratory must document all corrective actions taken, including actions taken
when any of the following occur: (b)(1) Test systems do not meet the laboratory's
verified or established performance specifications, as determined in 493.1253(b),
which include but are not limited to-- (b)(2)(i) Equipment or methodol ogies that
perform outside of established operating parameters or performance specifications; (b)
(D)(ii) Patient test values that are outside of the laboratory's reportable range of test
results for the test system; and (b)(1)(iii) When the laboratory determines that the
reference intervals (normal values) for atest procedure are inappropriate for the



laboratory's patient population.

This STANDARD is not met as evidenced by:

Based on review of laboratory records and interview with the office technical
supervisor (TS); the laboratory failed to perform corrective actions for out of range
temperature/ humidity readings for 210 of 488 dates when histopathol ogy testing was
performed. 1. The laboratory's 2023 and 2024 "Room Temperature & Humidity Log"
indicate temperature should be 20-28 C[Celsius] (68-82 F[Fahrenheit]) and humidity
should be "30-50% ". 2. Review of the 2023 and 2024 "Room Temperature &
Humidity Log" records identified that the temperature/humidity was outside than the
laboratory's established acceptability criteriafor 210 of 488 histopathology testing
dates reviewed. Testing Date Temperature/Humidity (%) 1. 01-05-23 72.8 F/27.1 2.
01-09-23 72.5 F/25.1 3. 01-10-23 73 F/26.6 4. 01-11-23 73.7 F/28.8 5. 01-12-23 74.2
F/29.5 6. 01-13-23 75.1 F/29.7 7. 01-16-23 71.1 F/23.1 8. 01-18-23 72.2 F/28.0 9. 01-
19-23 72.5 F/29.1 10. 01-23-23 71.0 F/24.4 11. 01-24-23 71.7 F/24.4 12. 01-25-23
73.4 F/25.1 13. 01-26-23 73.6 F/25.5 14. 01-30-23 70.0 F/18.4 15. 01-31-23 69.7 F/15.
116. 02-01-23 71.1 F/13.9 17. 02-02-23 70.8 F/75.8 18. 02-03-23 72.0 F/73.6 19. 02-
06-23 71.3 F/20.1 20. 02-07-23 72.5 F/25.2 21. 02-08-23 72.7 F/24.9 22. 02-09-23
72.4 F/28.2 23. 02-13-23 72.0 F/23.0 24. 02-14-23 72.1 F/22.3 25. 02-16-23 71.4 F/25.
3 26. 02-18-23 70.0 F/21.0 27. 02-20-23 71.6 F/24.9 28. 02-21-23 72.9 F/21.9 29. 02-
22-23 73.4 F/22.7 30. 02-23-23 72.5 F/26.4 31. 02-24-23 73.3 F/22.4 32. 02-27-23
70.9 F/28.7 33. 02-28-23 71.1 F/29.7 34. 03-01-23 72.5 F/29.5 35. 03-02-23 72.3 F/27.
7 36. 03-03-23 72.5 F/26.3 37. 03-07-23 73.2 F/29.6 38. 03-08-23 72.2 F/21.8 39. 03-
09-23 71.7 F/19.7 40. 03-10-23 72.9 F/24.8 41. 03-13-23 70.2 F/26.2 42. 03-14-23
70.5 F/20.2 43. 03-15-23 71.1 F/20.0 44. 03-16-23 72.9 F/23.3 45. 03-17-23 72.5 F/25.
346. 03-21-23 73.0 F/19.9 47. 03-22-23 72.0 F/28.1 48. 03-24-23 73.7 F/26.2 49. 03-
27-23 71.0 F/29.3 50. 03-28-23 70.8 F/23.3 51. 03-29-23 22.0 C/25.9 52. 03-30-23
21.6 C/18.8 53. 03-31-23 22.9 C/29.9 54. 04-03-23 21.9 C/26.3 55. 04-06-23 22.5 C
/129.5 56. 04-10-23 22.6 C/24.8 57. 04-18-23 22.6 C/25.9 58. 04-19-23 22.6 C/25.8 59.
04-24-23 21.7 C/26.4 60. 04-25-23 22.2 C/26.9 61. 04-26-23 22.3 C/26.0 62. 04-27-
23 22.5 C/24.5 63. 04-28-23 23.0 C/27.4 64. 05-02-23 22.6 C/28.0 65. 05-03-23 22.7
C/26.3 66. 05-04-23 21.7 C/29.6 67. 05-18-23 23.9 C/28.6 68. 05-25-23 73.1 F/29.3
69. 06-30-23 74.8 F/50.8 70. 07-06-23 72.3 F/54.3 71. 07-20-23 73.5 F/52.8 72. 07-28-
23 74.7 F/51.4 73. 07-29-23 72.6 F/51.1 74. 08-01-23 73.4 F/51.3 75. 08-02-23 73.4 F
/51.3 76. 08-05-23 73.4 F/59.7 77. 08-11-23 71.9 F/52.1 78. 08-15-23 72.2 F/51.1 79.
08-17-23 72.3 F/51.5 80. 08-23-23 75.2 F/55.5 81. 08-24-23 75.6 F/56.4 82. 08-25-23
74.0 F/50.5 83. 08-29-23 72.5 F/50.7 84. 09-03-23 83.3 F/45.5 85. 09-06-23 73.0 F/51.
7 86. 09-07-23 73.0 F/50.8 87. 09-19-23 73.1 F/51.8 88. 09-21-23 71.6 F/53.2 89. 09-
22-23 73.4 F/51.5 90. 09-26-23 73.3 F/55.2 91. 09-27-23 73.8 F/53.1 92. 09-28-23
72.9 F/54.1 93. 09-29-23 73.7 F/53.0 94. 10-10-23 72.3 F/27.1 95. 10-11-23 72.5 F/26.
2 96. 10-26-23 72.5 F/51.9 97. 10-27-23 74.4 F/53.7 98. 11-13-23 73.0 F/27.0 99. 11-
14-23 22.6 C/22.4 100. 11-15-23 22.7 C/22.7 101. 11-16-23 22.3 C/28.8 102. 11-20-
23 21.9 C/28.5 103. 11-22-23 24.5 C/29.6 104. 11-27-23 20.7 C/21.0 105. 11-28-23
21.3 C/17.5 106. 11-29-23 21.5 C/17.5 107. 11-30-23 22.4 C/22.3 108. 12-05-23 21.4
C/29.0 109. 12-06-23 21.6 C/26.5 110. 12-07-23 21.7 C/26.7 111. 12-10-23 20.8 C/27.
6112. 12-11-23 21.8 C/25.5 113. 12-12-23 21.8 C/22.2 114. 12-13-23 22.7 C/20.8
115. 12-14-23 22.4 C/25.3 116. 12-18-23 21.2 C/28.0 117. 12-19-23 20.7 C/21.2 118.
12-20-23 21.1 C/22.0 119. 12-21-23 21.6 C/28.7 120. 12-28-23 22.3 C/29.5 121. 01-
02-24 20.9 C/24.7 122. 01-03-24 21.4 C/26.0 123. 01-04-24 21.6 C/23.6 124. 01-05-
24 21.5 C/22.8 125. 01-08-24 21.2 C/26.0 126. 01-09-24 21.3 C/27.8 127. 01-10-24
21.5C/27.6 128. 01-11-24 21.5 C/27.2 129. 01-12-24 21.8 C/27.3 130. 01-15-24 18.6
C/16.2 131. 01-16-24 19.3 C/19.4 132. 01-17-24 20.1 C/19.5 133. 01-18-24 20.2 C/17.
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1134. 01-19-24 21.0 C/18.2 135. 01-22-24 20.7 C/17.9 136. 01-23-24 22.4 C/24.0
137. 01-24-24 22.5 C/27.6 138. 01-29-24 19.9 C/31.7 139. 02-01-24 21.8 C/29.3 140.
02-05-24 21.3 C/28.3 141. 02-06-24 22.2 C/28.0 142. 02-07-24 22.4 C/28.0 143. 02-
08-24 21.9 C/28.8 144. 02-10-24 22.9 C/26.3 145. 02-12-24 20.8 C/25.9 146. 02-13-
24 21.5 C/24.1 147. 02-14-24 21.4 C/21.9 148. 02-15-24 21.8 C/27.3 149. 02-16-24
22.0 C/20.1 150. 02-19-24 21.3 C/20.4 151. 02-20-24 22.1 C/21.7 152. 02-21-24 21.9
C/26.4 153. 02-22-24 21.9 C/28.6 154. 02-23-24 23.4 C/25.6 155. 02-26-24 21.3 C/25.
6 156. 03-07-24 22.3 C/26.5 157. 03-11-24 20.8 C/25.6 158. 03-18-24 21.3 C/24.1
159. 03-19-24 22.0 C/21.2 160. 03-21-24 22.0 C/18.2 161. 03-22-24 22.9 C/21.3 162.
03-27-24 71.4 F/24.8 163. 03-28-24 71.7 F/24.4 164. 03-29-24 70.5 F/23.3 165. 04-05-
24 75.7 F/26.1 166. 04-19-24 72.3 F/25.6 167. 04-22-24 73.4 F/21.8 168. 04-24-24
72.7 FI25.4 169. 04-25-24 73.4 F/22.8 170. 06-03-24 73.8 F/51.9 171. 06-04-24 74.3 F
/52.9 172. 06-05-24 73.0 F/52.1 173. 06-18-24 73.8 F/50.1 174. 06-20-24 73.3 F/50.9
175. 06-21-24 73.1 F/53.1 176. 06-26-24 73.8 F/57.2 177. 07-03-24 73.3 F/53.5 178.
07-05-24 74.6 F/52.0 179. 07-10-24 73.1 F/57.4 180. 07-15-24 74.4 F/50.9 181. 07-16-
24 73.4 F/54.7 182. 07-17-24 73.2 F/54.3 183. 07-23-24 73.0 F/50.3 184. 07-24-24
73.8 F/50.5 185. 07-26-24 74.3 F/51.3 186. 07-30-24 74.1 F/54.6 187. 07-31-24 74.1 F
/52.1 188. 08-01-24 73.5 F/53.0 189. 08-02-24 74.3 F/54.6 190. 08-08-24 73.8 F/50.6
191. 08-13-24 73.2 F/51.6 192. 08-14-24 73.6 F/51.2 193. 08-15-24 73.1 F/54.2 194.
08-16-24 73.4 F/53.0 195. 08-20-24 73.7 F/50.6 196. 08-27-24 74.7 F/51.7 197. 08-29-
24 73.2 F/51.0 198. 08-30-24 73.9 F/52.6 199. 09-18-24 74.6 F/51.5 200. 09-25-24
74.3 F/50.5 201. 10-16-24 74.3 F/28.6 202. 10-17-24 74.4 F/24.8 203. 10-18-24 75.2 F
127.6 204. 10-28-24 72.0 F/28.3 205. 12-05-24 72.8 F/19.5 206. 12-06-24 72.3 F/19.6
207. 12-18-24 73.7 F/27.4 208. 12-19-24 73.4 F/23.7 209. 12-20-24 73.2 F/25.6 210.
12-23-24 71.4 F/25.4 3. On survey date 09-24-2025, at 11:32 am, the TS confirmed

no corrective actions were taken for out of range humidity/temperature readings when
histopathology testing was performed.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445()(5)

(e)(5) Ensure that the quality control and quality assessment programs are established
and maintained to assure the quality of laboratory services provided and to identify
failuresin quality as they occur;

This STANDARD is not met as evidenced by:

Based on review of laboratory policies and procedures, review of |aboratory quality
assurance records and interview with the technical supervisor (TS), the laboratory
director failed to follow written quality assessment policies and procedures for
monitoring, assessing, and correcting problems for the laboratory. See 5291 A & B



