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Summary Statement of Deficiencies

D0000 A Recertification survey was performed at Ochsner LSU Health Shreveport 
Ambulatory Care, CLIA ID 19D2207753, on June 14, 2024. The laboratory was 
found in compliance with 42 CFR 493 Requirements for Laboratories; however, 
standard level deficiencies were cited.

D5445 CONTROL PROCEDURES
CFR(s): 493.1256(d)(1)(2)(g)

Unless CMS Approves a procedure, specified in Appendix C of the State Operations 
Manual (CMS Pub. 7), that provides equivalent quality testing, the laboratory must-- 
(d)(1) Perform control procedures as defined in this section unless otherwise specified 
in the additional specialty and subspecialty requirements at 493.1261 through 
493.1278. (d)(2) For each test system, perform control procedures using the number 
and frequency specified by the manufacturer or established by the laboratory when 
they meet or exceed the requirements in paragraph (d)(3) of this section. (g) The 
laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:
Based on review of the laboratory's Individualized Quality Control Plan (IQCP), 
quality control records, patient logs and interview with personnel, the laboratory 
failed to perform quality control (QC) for Chem 8 testing on the I-Stat analyzer every 
thirty (31) days of use for one (1) of eighteen (18) months reviewed in 2023 and 2024. 
Findings: 1. Review of the laboratory's Individualized Quality Control Plan (IQCP) 
revealed QC will include: 2 levels of external QC performed per lot/shipment and 2 
levels of external QC performed at least once every 31 days. 2. Review of the 
laboratory's quality control (QC) records from January 2023 through June 14, 2024 
revealed the laboratory did not perform external QC every thirty-one (31) days for the 
following one (1) of eighteen (18) months reviewed: a) September 2023: QC 
performed August 3, 2023; due September 4, 2023; not performed until October 6, 
2023 3. Review of the patient test logs revealed the laboratory reported the following 
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three hundred seventy four (374) patients for Chem 8 testing without the performance 
of external quality control (QC) per the laboratory's IQCP: a) September 5, 2023 at 09:
43 am: Patient ID 362567755 b) September 5, 2023 at 10:04 am: Patient ID 
365661236 c) September 6, 2023 at 13:29 pm: Patient ID 358353304 d) September 8, 
2023 at 07:56 am: Patient ID 362521417 e) September 8, 2023 at 08:03 am: Patient 
ID 365793616 f) September 8, 2023 at 08:11 am: Patient ID 364173772 g) September 
8, 2023 at 08:18 am: Patient ID 366446645 h) September 8, 2023 at 08:38 am: Patient 
ID 362608637 i) September 8, 2023 at 09:17 am: Patient ID 361303761 j) September 
8, 2023 at 09:26 am: Patient ID 356489109 k) September 8, 2023 at 09:45 am: Patient 
ID 366940011 l) September 8, 2023 at 10:52 am: Patient ID 302880955 m) September 
8, 2023 at 10:58 am: Patient ID 366829217 n) September 11, 2023 at 08:26 am: 
Patient ID 358272584 o) September 11, 2023 at 08:30 am: Patient ID 363776913 p) 
September 11, 2023 at 08:34 am: Patient ID 358136329 q) September 11, 2023 at 08:
47 am: Patient ID 368034864 r) September 11, 2023 at 09:38 am: Patient ID 
362595762 s) September 11, 2023 at 09:43 am: Patient ID 362595284 t) September 
11, 2023 at 10:44 am: Patient ID 368741694 u) September 11, 2023 at 10:51 am: 
Patient ID 360431575 v) September 11, 2023 at 11:00 am: Patient ID 358776147 w) 
September 11, 2023 at 11:08 am: Patient ID 351676316 x) September 11, 2023 at 11:
49 am: Patient ID 362596465 y) September 11, 2023 at 13:13 pm: Patient ID 
368285995 z) September 11, 2023 at 13:20 pm: Patient ID 368695045 aa) September 
11, 2023 at 15:33 pm: Patient ID 368283552 bb) September 12, 2023 at 08:11 am: 
Patient ID 358099107 cc) September 12, 2023 at 09:15 am: Patient ID 363207437 dd) 
September 12, 2023 at 09:19 am: Patient ID 368078482 ee) September 12, 2023 at 09:
44 am: Patient ID 367541036 ff) September 12, 2023 at 10:27 am: Patient ID 
365694385 gg) September 12, 2023 at 11:08 am: Patient ID 336068066 hh) 
September 12, 2023 at 12:25 pm: Patient ID 342064940 ii) September 12, 2023 at 12:
35 pm: Patient ID 320791449 jj) September 12, 2023 at 13:30 pm: Patient ID 
336038552 kk) September 12, 2023 at 13:34 pm: Patient ID 336020827 ll) September 
12, 2023 at 13:38 pm: Patient ID 336015427 mm) September 12, 2023 at 13:44 pm: 
Patient ID 347142058 nn) September 12, 2023 at 13:50 pm: Patient ID 336045763 oo) 
September 12, 2023 at 13:55 pm: Patient ID 368225338 pp) September 12, 2023 at 13:
59 pm: Patient ID 336064550 qq) September 12, 2023 at 14:03 pm: Patient ID 
357367787 rr) September 12, 2023 at 14:07 pm: Patient ID 352074794 ss) September 
12, 2023 at 14:11 pm: Patient ID 357367497 tt) September 12, 2023 at 14:15 pm: 
Patient ID 352111333 uu) September 12, 2023 at 14:22 pm: Patient ID 360165360 vv) 
September 12, 2023 at 14:30 pm: Patient ID 352059212 ww) September 12, 2023 at 
14:58 pm: Patient ID 360730788 xx) September 12, 2023 at 15:03 pm: Patient ID 
358237033 yy) September 12, 2023 at 15:07 pm: Patient ID 366844357 zz) 
September 12, 2023 at 15:30 pm: Patient ID 362780977 aaa) September 12, 2023 at 
15:49 pm: Patient ID 361308473 bbb) September 12, 2023 at 16:01 pm: Patient ID 
363259376 ccc) September 12, 2023 at 16:05 pm: Patient ID 363243957 ddd) 
September 13, 2023 at 07:56 am: Patient ID 326388958 eee) September 13, 2023 at 
08:00 am: Patient ID 369228553 fff) September 13, 2023 at 08:23 am: Patient ID 
321824829 ggg) September 13, 2023 at 08:47 am: Patient ID 336202808 hhh) 
September 13, 2023 at 09:01 am: Patient ID 368433606 iii) September 13, 2023 at 09:
10 am: Patient ID 362607664 jjj) September 13, 2023 at 09:29 am: Patient ID 
362109483 kkk) September 13, 2023 at 09:35 am: Patient ID 358324689 lll) 
September 13, 2023 at 09:39 am: Patient ID 362596397 mmm) September 13, 2023 at 
09:56 am: Patient ID 352977079 nnn) September 13, 2023 at 10:05 am: Patient ID 
336884839 ooo) September 13, 2023 at 10:27 am: Patient ID 360429365 ppp) 
September 13, 2023 at 10:57 am: Patient ID 362603818 qqq) September 13, 2023 at 
11:34 am: Patient ID 364644754 rrr) September 13, 2023 at 12:46 pm: Patient ID 
368747726 sss) September 13, 2023 at 12:56 pm: Patient ID 362169307 ttt) 



September 13, 2023 at 13:05 pm: Patient ID 363625792 uuu) September 13, 2023 at 
13:14 pm: Patient ID 368036883 vvv) September 13, 2023 at 13:28 pm: Patient ID 
355942182 www) September 13, 2023 at 13:32 pm: Patient ID 362604329 xxx) 
September 13, 2023 at 13:37 pm: Patient ID 363638897 yyy) September 13, 2023 at 
13:45 pm: Patient ID 368764761 zzz) September 13, 2023 at 13:57 pm: Patient ID 
336267169 aaaa) September 13, 2023 at 14:04 pm: Patient ID 362600311 bbbb) 
September 13, 2023 at 14:12 pm: Patient ID 364706647 cccc) September 13, 2023 at 
14:26 pm: Patient ID 366509826 dddd) September 13, 2023 at 14:37 pm: Patient ID 
363476425 eeee) September 13, 2023 at 14:46 pm: Patient ID 368432766 ffff) 
September 13, 2023 at 14:52 pm: Patient ID 365108828 gggg) September 13, 2023 at 
14:58 pm: Patient ID 363405031 hhhh) September 13, 2023 at 15:04 pm: Patient ID 
353581321 iiii) September 13, 2023 at 15:09 pm: Patient ID 366446435 jjjj) 
September 13, 2023 at 15:15 pm: Patient ID 366510815 kkkk) September 13, 2023 at 
15:31 pm: Patient ID 365843886 llll) September 13, 2023 at 15:39 pm: Patient ID 
353536354 mmmm) September 14, 2023 at 08:16 am: Patient ID 336374877 nnnn) 
September 14, 2023 at 09:06 am: Patient ID 362615356 oooo) September 14, 2023 at 
09:13 am: Patient ID 369672764 pppp) September 14, 2023 at 09:23 am: Patient ID 
353575409 qqqq) September 14, 2023 at 09:49 am: Patient ID 327619629 rrrr) 
September 14, 2023 at 10:26 am: Patient ID 368357399 ssss) September 14, 2023 at 
10:41 am: Patient ID 362616000 tttt) September 14, 2023 at 10:59 am: Patient ID 
353535660 uuuu) September 14, 2023 at 11:23 am: Patient ID 365759557 vvvv) 
September 14, 2023 at 11:31 am: Patient ID 359878869 wwww) September 14, 2023 
at 12:46 pm: Patient ID 368830977 xxxx) September 14, 2023 at 12:53 pm: Patient ID 
368660204 yyyy) September 14, 2023 at 15:02 pm: Patient ID 368289540 zzzz) 
September 15, 2023 at 07:53 am: Patient ID 368775755 1) September 15, 2023 at 08:
09 am: Patient ID 303907552 2) September 15, 2023 at 08:20 am: Patient ID 
363758348 3) September 15, 2023 at 08:28 am: Patient ID 368557143 4) September 
15, 2023 at 08:37 am: Patient ID 363793921 5) September 15, 2023 at 09:10 am: 
Patient ID 368797668 6) September 15, 2023 at 09:42 am: Patient ID 365027591 7) 
September 15, 2023 at 09:46 am: Patient ID 363793921 8) September 15, 2023 at 09:
56 am: Patient ID 359495079 9) September 15, 2023 at 10:06 am: Patient ID 
326854781 10) September 15, 2023 at 10:40 am: Patient ID 359694069 11) 
September 15, 2023 at 10:51 am: Patient ID 303190182 12) September 15, 2023 at 11:
21 am: Patient ID 359387056 13) September 15, 2023 at 11:29 am: Patient ID 
369944250 14) September 18, 2023 at 08:12 am: Patient ID 370097939 15) 
September 18, 2023 at 08:21 am: Patient ID 365029381 16) September 18, 2023 at 09:
08 am: Patient ID 368072718 17) September 18, 2023 at 09:20 am: Patient ID 
365107034 18) September 18, 2023 at 10:07 am: Patient ID 369750478 19) 
September 18, 2023 at 10:12 am: Patient ID 362620169 20) September 18, 2023 at 13:
24 pm: Patient ID 368790623 21) September 18, 2023 at 14:12 pm: Patient ID 
370102719 22) September 18, 2023 at 14:36 pm: Patient ID 368879047 23) 
September 18, 2023 at 14:45 pm: Patient ID 368376102 24) September 19, 2023 at 08:
02 am: Patient ID 364860318 25) September 19, 2023 at 10:35 am: Patient ID 
369412891 26) September 19, 2023 at 12:40 pm: Patient ID 332501524 27) 
September 19, 2023 at 12:56 pm: Patient ID 337281547 28) September 19, 2023 at 13:
14 pm: Patient ID 366771680 29) September 19, 2023 at 13:25 pm: Patient ID 
370633899 30) September 19, 2023 at 13:30 pm: Patient ID 359479016 31) 
September 19, 2023 at 13:36 pm: Patient ID 337321812 32) September 19, 2023 at 13:
42 pm: Patient ID 363086973 33) September 19, 2023 at 13:49 pm: Patient ID 
343345156 34) September 19, 2023 at 14:08 pm: Patient ID 353335730 35) 
September 19, 2023 at 14:39 pm: Patient ID 362823660 36) September 19, 2023 at 14:
51 pm: Patient ID 363287217 37) September 19, 2023 at 15:23 pm: Patient ID 
353364976 38) September 19, 2023 at 15:30 pm: Patient ID 363193801 39) 



September 19, 2023 at 15:37 pm: Patient ID 364179963 40) September 19, 2023 at 15:
46 pm: Patient ID 364653298 41) September 20, 2023 at 08:33 am: Patient ID 
353507357 42) September 20, 2023 at 08:49 am: Patient ID 337409260 43) 
September 20, 2023 at 08:56 am: Patient ID 367366139 44) September 20, 2023 at 09:
30 am: Patient ID 337417973 45) September 20, 2023 at 09:36 am: Patient ID 
336974739 46) September 20, 2023 at 09:51 am: Patient ID 362989451 47) 
September 20, 2023 at 10:26 am: Patient ID 370246475 48) September 20, 2023 at 10:
31 am: Patient ID 337638933 49) September 20, 2023 at 10:39 am: Patient ID 
362991867 50) September 20, 2023 at 10:53 am: Patient ID 337434307 51) 
September 20, 2023 at 11:18 am: Patient ID 365741622 52) September 20, 2023 at 12:
04 pm: Patient ID 363098652 53) September 20, 2023 at 12:45 pm: Patient ID 
365458789 54) September 20, 2023 at 13:07 pm: Patient ID 366466045 55) 
September 20, 2023 at 13:12 pm: Patient ID 369689260 56) September 20, 2023 at 13:
19 pm: Patient ID 365461607 57) September 20, 2023 at 13:25 pm: Patient ID 
366467038 58) September 20, 2023 at 13:35 pm: Patient ID 362624096 59) 
September 20, 2023 at 13:44 pm: Patient ID 363465849 60) September 20, 2023 at 13:
50 pm: Patient ID 359640776 61) September 20, 2023 at 14:00 pm: Patient ID 
367380478 62) September 20, 2023 at 14:35 pm: Patient ID 366164081 63) 
September 20, 2023 at 14:43 pm: Patient ID 366469171 64) September 20, 2023 at 15:
11 pm: Patient ID 363481395 65) September 20, 2023 at 15:19 pm: Patient ID 
371064933 66) September 20, 2023 at 15:36 pm: Patient ID 366497830 67) 
September 21, 2023 at 07:52 am: Patient ID 348397503 68) September 21, 2023 at 08:
01 am: Patient ID 363102491 69) September 21, 2023 at 08:13 am: Patient ID 
369941371 70) September 21, 2023 at 08:49 am: Patient ID 359842414 71) 
September 21, 2023 at 09:02 am: Patient ID 356103768 72) September 21, 2023 at 09:
06 am: Patient ID 337590374 73) September 21, 2023 at 09:17 am: Patient ID 
363101873 74) September 21, 2023 at 09:37 am: Patient ID 370939988 75) 
September 21, 2023 at 09:42 am: Patient ID 365420503 76) September 21, 2023 at 10:
15 am: Patient ID 353703269 77) September 21, 2023 at 10:27 am: Patient ID 
370971877 78) September 21, 2023 at 10:47 am: Patient ID 369311977 79) 
September 21, 2023 at 11:04 am: Patient ID 357077074 80) September 21, 2023 at 11:
39 am: Patient ID 363088394 81) September 21, 2023 at 12:03 pm: Patient ID 
370527417 82) September 21, 2023 at 12:21 pm: Patient ID 328629029 83) 
September 22, 2023 at 07:47 am: Patient ID 368327396 84) September 22, 2023 at 08:
33 am: Patient ID 368740450 85) September 22, 2023 at 08:42 am: Patient ID 
359615594 86) September 22, 2023 at 09:25 am: Patient ID 361282607 87) 
September 22, 2023 at 10:05 am: Patient ID 337828282 88) September 22, 2023 at 10:
16 am: Patient ID 368341210 89) September 22, 2023 at 10:45 am: Patient ID 
369885018 90) September 22, 2023 at 11:13 am: Patient ID 368218068 91) 
September 22, 2023 at 11:38 am: Patient ID 368323114 92) September 25, 2023 at 08:
05 am: Patient ID 228706232 93) September 25, 2023 at 08:13 am: Patient ID 
363607086 94) September 25, 2023 at 08:21 am: Patient ID 338646300 95) 
September 25, 2023 at 08:33 am: Patient ID 370473433 96) September 25, 2023 at 08:
44 am: Patient ID 362813000 97) September 25, 2023 at 09:11 am: Patient ID 
366451790 98) September 25, 2023 at 09:18 am: Patient ID 360374694 99) 
September 25, 2023 at 09:26 am: Patient ID 365906641 100) September 25, 2023 at 
09:53 am: Patient ID 363121770 101) September 25, 2023 at 10:03 am: Patient ID 
338535446 102) September 25, 2023 at 10:27 am: Patient ID 368810499 103) 
September 25, 2023 at 10:40 am: Patient ID 363117308 104) September 25, 2023 at 
10:54 am: Patient ID 363111931 105) September 25, 2023 at 11:14 am: Patient ID 
366195639 106) September 25, 2023 at 13:08 pm: Patient ID 370518844 107) 
September 25, 2023 at 14:34 pm: Patient ID 369671154 108) September 25, 2023 at 
15:03 pm: Patient ID 370506488 109) September 25, 2023 at 15:49 pm: Patient ID 



371011798 110) September 26, 2023 at 09:19 am: Patient ID 369521256 111) 
September 26, 2023 at 12:02 pm: Patient ID 360389911 112) September 26, 2023 at 
12:07 pm: Patient ID 369443447 113) September 26, 2023 at 12:11 pm: Patient ID 
368102746 114) September 26, 2023 at 12:42 pm: Patient ID 368566394 115) 
September 26, 2023 at 13:06 pm: Patient ID 338518890 116) September 26, 2023 at 
13:14 pm: Patient ID 367179978 117) September 26, 2023 at 13:20 pm: Patient ID 
354580286 118) September 26, 2023 at 13:24 pm: Patient ID 370855288 119) 
September 26, 2023 at 13:28 pm: Patient ID 368214867 120) September 26, 2023 at 
13:32 pm: Patient ID 344601183 121) September 26, 2023 at 13:58 pm: Patient ID 
364382587 122) September 26, 2023 at 14:04 pm: Patient ID 344606351 123) 
September 26, 2023 at 14:11 pm: Patient ID 354572789 124) September 26, 2023 at 
14:20 pm: Patient ID 354634512 125) September 26, 2023 at 14:30 pm: Patient ID 
360773823 126) September 26, 2023 at 14:37 pm: Patient ID 364481997 127) 
September 26, 2023 at 14:48 pm: Patient ID 349553435 128) September 26, 2023 at 
14:53 pm: Patient ID 360781153 129) September 26, 2023 at 14:58 pm: Patient ID 
363248267 130) September 26, 2023 at 15:03 pm: Patient ID 365754674 131) 
September 26, 2023 at 15:09 pm: Patient ID 364445297 132) September 26, 2023 at 
15:13 pm: Patient ID 364445297 133) September 26, 2023 at 15:18 pm: Patient ID 
367142495 134) September 26, 2023 at 15:29 pm: Patient ID 365768761 135) 
September 26, 2023 at 15:36 pm: Patient ID 363267137 136) September 26, 2023 at 
15:46 pm: Patient ID 361998361 137 September 26, 2023 at 15:57 pm: Patient ID 
365786682 138) September 26, 2023 at 16:08 pm: Patient ID 362447803 139) 
September 27, 2023 at 07:52 am: Patient ID 361171977 140) September 27, 2023 at 
08:44 am: Patient ID 363714427 141) September 27, 2023 at 08:48 am: Patient ID 
331047898 142) September 27, 2023 at 08:53 am: Patient ID 359635663 143) 
September 27, 2023 at 09:08 am: Patient ID 369114967 144) September 27, 2023 at 
09:16 am: Patient ID 363151306 145) September 27, 2023 at 09:49 am: Patient ID 
359592548 146) September 27, 2023 at 10:05 am: Patient ID 363142668 147) 
September 27, 2023 at 10:10 am: Patient ID 355564353 148) September 27, 2023 at 
10:57 am: Patient ID 363147337 149) September 27, 2023 at 12:00 pm: Patient ID 
363152689 150) September 27, 2023 at 12:40 pm: Patient ID 366055762 151) 
September 27, 2023 at 12:57 pm: Patient ID 359770219 152) September 27, 2023 at 
13:13 pm: Patient ID 368372958 153) September 27, 2023 at 13:18 pm: Patient ID 
368317176 154) September 27, 2023 at 13:24 pm: Patient ID 363152071 155) 
September 27, 2023 at 13:31 pm: Patient ID 369768417 156) September 27, 2023 at 
13:35 pm: Patient ID 365460599 157) September 27, 2023 at 13:40 pm: Patient ID 
360662178 158) September 27, 2023 at 13:55 pm: Patient ID 372179130 159) 
September 27, 2023 at 14:08 pm: Patient ID 366893071 160) September 27, 2023 at 
14:13 pm: Patient ID 363145336 161) September 27, 2023 at 14:18 pm: Patient ID 
359699233 162) September 27, 2023 at 14:24 pm: Patient ID 371779394 163) 
September 27, 2023 at 14:34 pm: Patient ID 338891297 164) September 27, 2023 at 
14:40 pm: Patient ID 366496406 165) September 27, 2023 at 14:44 pm: Patient ID 
371790907 166) September 27, 2023 at 14:54 pm: Patient ID 368389338 167) 
September 27, 2023 at 15:15 pm: Patient ID 357930414 168) September 27, 2023 at 
15:22 pm: Patient ID 357799917 169) September 27, 2023 at 15:48 pm: Patient ID 
366505009 170) September 27, 2023 at 15:57 pm: Patient ID 359713603 171) 
September 28, 2023 at 08:00 am: Patient ID 363715870 172) September 28, 2023 at 
08:05 am: Patient ID 367526289 173) September 28, 2023 at 08:10 am: Patient ID 
367444107 174) September 28, 2023 at 08:18 am: Patient ID 338815031 175) 
September 28, 2023 at 08:29 am: Patient ID 354934963 176) September 28, 2023 at 
08:46 am: Patient ID 371350207 177) September 28, 2023 at 09:00 am: Patient ID 
338844985 178) September 28, 2023 at 09:07 am: Patient ID 371448195 179) 
September 28, 2023 at 09:16 am: Patient ID 353587179 180) September 28, 2023 at 



09:44 am: Patient ID 367491509 181) September 28, 2023 at 09:51 am: Patient ID 
371185068 182) September 28, 2023 at 10:13 am: Patient ID 369444969 183) 
September 28, 2023 at 10:28 am: Patient ID 363594874 184) September 28, 2023 at 
10:32 am: Patient ID 370065221 185) September 28, 2023 at 10:38 am: Patient ID 
359883049 186) September 28, 2023 at 10:44 am: Patient ID 363209372 187) 
September 28, 2023 at 11:20 am: Patient ID 371433274 188) September 28, 2023 at 
13:06 pm: Patient ID 369920887 189) September 28, 2023 at 13:16 pm: Patient ID 
371439763 190) September 28, 2023 at 13:23 pm: Patient ID 371461721 191) 
September 28, 2023 at 13:42 pm: Patient ID 330098932 192) September 28, 2023 at 
13:51 pm: Patient ID 329770063 193) September 28, 2023 at 14:01 pm: Patient ID 
371455217 194) September 29, 2023 at 08:06 am: Patient ID 368364162 195) 
September 29, 2023 at 08:18 am: Patient ID 370143505 196) September 29, 2023 at 
09:43 am: Patient ID 368738595 197) September 29, 2023 at 10:38 am: Patient ID 
368742105 198) October 2, 2023 at 07:57 am: Patient ID 363795777 199) October 2, 
2023 at 08:22 am: Patient ID 367467622 200) October 2, 2023 at 09:03 am: Patient 
ID 370530062 201) October 2, 2023 at 09:14 am: Patient ID 363717551 202) October 
2, 2023 at 09:21 am: Patient ID 363716753 203) October 2, 2023 at 10:49 am: Patient 
ID 371379806 204) October 2, 2023 at 13:40 pm: Patient ID 368781220 205) October 
2, 2023 at 13:54 pm: Patient ID 370009591 206) October 3, 2023 at 12:42 pm: Patient 
ID 307439436 207) October 3, 2023 at 12:54 pm: Patient ID 339717507 208) October 
3, 2023 at 13:17 pm: Patient ID 369687183 209) October 3, 2023 at 13:21 pm: Patient 
ID 370558550 210) October 3, 2023 at 13:25 pm: Patient ID 324170496 211) October 
3, 2023 at 13:29 pm: Patient ID 325006762 212) October 3, 2023 at 13:34 pm: Patient 
ID 325012349 213) October 3, 2023 at 13:41 pm: Patient ID 364198702 214) October 
3, 2023 at 13:51 pm: Patient ID 372492617 215) October 3, 2023 at 13:56 pm: Patient 
ID 307483154 216) October 3, 2023 at 14:03 pm: Patient ID 356253323 217) October 
3, 2023 at 14:12 pm: Patient ID 361997534 218) October 3, 2023 at 14:22 pm: Patient 
ID 372108215 219) October 3, 2023 at 14:27 pm: Patient ID 345838754 220) October 
3, 2023 at 14:37 pm: Patient ID 364569100 221) October 3, 2023 at 14:42 pm: Patient 
ID 365113974 222) October 3, 2023 at 14:46 pm: Patient ID 366246666 223) October 
3, 2023 at 14:54 pm: Patient ID 361991755 224) October 3, 2023 at 15:03 pm: Patient 
ID 361991755 225) October 3, 2023 at 15:10 pm: Patient ID 367181978 226) October 
3, 2023 at 15:15 pm: Patient ID 366050993 227) October 3, 2023 at 15:20 pm: Patient 
ID 361940657 228) October 3, 2023 at 15:27 pm: Patient ID 368893756 229) October 
3, 2023 at 15:37 pm: Patient ID 368120480 230) October 3, 2023 at 15:45 pm: Patient 
ID 368751273 231) October 4, 2023 at 09:45 am: Patient ID 371211316 232) October 
4, 2023 at 09:54 am: Patient ID 373451036 233) October 4, 2023 at 10:01 am: Patient 
ID 340115202 234) October 4, 2023 at 10:08 am: Patient ID 360549597 235) October 
4, 2023 at 10:20 am: Patient ID 366009839 236) October 4, 2023 at 10:59 am: Patient 
ID 371046983 237) October 4, 2023 at 11:08 am: Patient ID 356293425 238) October 
4, 2023 at 12:37 pm: Patient ID 366786935 239) October 4, 2023 at 12:46 pm: Patient 
ID 356069373 240) October 4, 2023 at 12:53 pm: Patient ID 362172035 241) October 
4, 2023 at 13:00 pm: Patient ID 362150259 242) October 4, 2023 at 13:09 pm: Patient 
ID 356116798 243) October 4, 2023 at 13:32 pm: Patient ID 370849868 244) October 
4, 2023 at 13:39 pm: Patient ID 373289257 245) October 4, 2023 at 13:43 pm: Patient 
ID 367394478 246) October 4, 2023 at 13:53 pm: Patient ID 363916935 247) October 
4, 2023 at 14:03 pm: Patient ID 366506686 248) October 4, 2023 at 14:14 pm: Patient 
ID 362185786 249) October 4, 2023 at 14:18 pm: Patient ID 373412478 250) October 
4, 2023 at 14:22 pm: Patient ID 338893027 251) October 4, 2023 at 14:29 pm: Patient 
ID 362176276 252) October 4, 2023 at 14:34 pm: Patient ID 338931334 253) October 
4, 2023 at 14:39 pm: Patient ID 362178802 254) October 4, 2023 at 15:21 pm: Patient 
ID 367335088 255) October 4, 2023 at 16:07 pm: Patient ID 373345905 256) October 
5, 2023 at 08:20 am: Patient ID 325376069 257) October 5, 2023 at 08:39 am: Patient 



ID 363919976 258) October 5, 2023 at 09:07 am: Patient ID 330535232 259) October 
5, 2023 at 09:37 am: Patient ID 363916171 260) October 5, 2023 at 09:45 am: Patient 
ID 363916578 261) October 5, 2023 at 09:52 am: Patient ID 340213959 262) October 
5, 2023 at 10:01 am: Patient ID 373249511 263) October 5, 2023 at 10:25 am: Patient 
ID 340866011 264) October 5, 2023 at 10:33 am: Patient ID 362354321 265) October 
5, 2023 at 10:52 am: Patient ID 341141995 266) October 5, 2023 at 11:52 am: Patient 
ID 372712204 267) October 5, 2023 at 13:25 pm: Patient ID 373052743 268) October 
5, 2023 at 13:39 pm: Patient ID 373048767 269) October 5, 2023 at 14:04 pm: Patient 
ID 373027028 270) October 5, 2023 at 15:06 pm: Patient ID 371045406 4. In 
interview on June 14, 2024 at10:40 am, the Technical Consultant stated a change of 
personnel oversight was in progress and the QC was not performed as required. The 
Technical Consultant confirmed the laboratory did not perform external QC every 
thirty (30) days per the IQCP.

D6020 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(5)

The laboratory director is responsible for the overall operation and administration of 
the laboratory, including the employment of personnel who are competent to perform 
test procedures, and record and report test results promptly, accurate, and proficiently 
and for assuring compliance with the applicable regulations. (e) The laboratory 
director must-- (e)(5) Ensure that the quality control program is established and 
maintained to assure the quality of laboratory services provided. 

This STANDARD is not met as evidenced by:
Based on review of the laboratory's Individualized Quality Control Plan (IQCP), 
quality control records and interview with personnel, the Laboratory Director failed to 
ensure the quality control program was followed to assure the quality of testing in the 
laboratory. Refer to D5445.

D6042 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(4)

(b) The technical consultant is responsible for-- (b)(4) Establishing a quality control 
program appropriate for the testing performed and establishing the parameters for 
acceptable levels of analytic performance and ensuring that these levels are 
maintained throughout the entire testing process from the initial receipt of the 
specimen, through sample analysis and reporting of test results;

This STANDARD is not met as evidenced by:
Based on review of the laboratory's Individualized Quality Control Plan (IQCP), 
quality control records and interview with personnel, the Technical Consultant failed 
to ensure the quality control program was followed to assure quality of laboratory 
testing. Refer to D5445.


