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Detection
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Initial Regulatory
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0 .
1 CA OAl monocytogenes 2 2% Regulatory Meeting
Listeria Voluntary Recalls,
2 FL OAl 1,2 16% SuspensionofFood
monocytogenes Facility Registration®
3 IN OAl Listeria 2,34 30% Regulatory Meeting
monocytogenes
Listeria -
4 MA OAl monocytogenes 2,3 6% Regulatory Meeting
Listeria o .
5 MI OAl monocytogenes 2,3 2% Regulatory Meeting
Listeria .
0,
6 NY OAl monocytogenes 3 6% Regulatory Meeting
Corrective Actions
7 AL VAI None NA NA Indicated
Listeria o Corrective Actions
8 CA VA monocytogenes 3 3% Indicated
Listeria Corrective Actions
0,
9 CA VAl monocytogenes 2 2% Indicated
Corrective Actions
10 CA VAI None NA NA Indicated
11 | co VA None NA NA Corrective Actions
Indicated
Listeria o Corrective Actions
12 cT VAl monocytogenes 2,3 5% Indicated
Corrective Actions
13 FL VAI Salmonella 3 1% Indicated

1 The FDA uses three terms to classify the outcome(s) of inspections: Official Action Indicated (OAl), Voluntary
Action Indicated (VAI), or No Action Indicated (NAI). An “OAI” classificationindicates significant violations andis
accompanied by regulatoryfollow-up. A “VAI” classification indicates | esser violations.
2 The FDAclassifies environmental sampling zones based on proximity to food. Zone 1 refers to all direct food
contactsurfaces (e.g., utensils, mixers, conveyors or dispensers); Zone 2 refers to areas directly adjacent to food
contactsurfaces (e.g., carts, equipment housing, or ventilation units); andZone 3 refers to surfaces immediately
surrounding Zone 2 (e.g., walls, forklifts, or doorways leading to food production areas).
3 Following the suspension, the firm submitted a proposed shiftin business to become a warehouse distributor of
icecream products. The companywill not resume ice cream manufacturing operations, butinstead will storeand
distribute product sourced from third party manufacturers. Given the proposed changes and commitments by the
firm, along with FDA site inspectionandverification, the FDAlifted the suspension, reinstating the firm’s facility
registration.
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Listeria o Corrective Actions
14 FL VAl monocytogenes 2 2% Indicated
Listeria Corrective Actions
0,
15 GA VAl monocytogenes 3 2% Indicated
Corrective Actions
16 GA VAI None NA NA Indicated
17 HI VAI None NA NA Corrective Actions
Indicated
Corrective Actions
18 IL VAI None NA NA Indicated
Corrective Actions
19 IL VAI None NA NA Indicated
0 | MA VAI None NA NA Corrective Actions
Indicated
Corrective Actions
21 MD VAI None NA NA Indicated
Corrective Actions
22 MD VAI None NA NA Indicated
Listeria Corrective Actions
0,
23 MD VAI monocytogenes 3 4% Indicated
Listeria o Corrective Actions
24 MD VA monocytogenes 3 2% Indicated
5 ME VAI Listeria 3 204 Correctlye Actions
monocytogenes Indicated
Corrective Actions
26 Ml VAI None NA NA Indicated
Corrective Actions
27 MN VAI None NA NA Indicated
28 | MO VA None NA NA Corrective Actions
Indicated
Corrective Actions
29 MO VAI None NA NA Indicated
Corrective Actions
30 ND VAI None NA NA Indicated
Listeria Corrective Actions
0,
31 NJ VAl monocytogenes 2 10% Indicated
Corrective Actions
32 NY VAI None NA NA Indicated
33 | NY VA None NA NA Corrective Actions
Indicated
Corrective Actions
34 OH VAI None NA NA Indicated
Listeria o .
35 OH VAI monocytogenes 2,3 6% Regulatory Meeting
3% | OH VAI None NA NA Corrective Actions
Indicated
L Voluntary Recall,*
Listeria 0 : ™
37 PA VAI monocytogenes 2 2% Corr?gg;éz ggtlons

4 Dueto the presence of allergens not declared on the product labeling.
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8 | PA VAI None NA NA Corrective Actions
39 | TN VAI None NA NA Co”?gg'}gigg“ons
0 | TX VAI None NA NA Correctve Actions
2 | ur VAI None NA NA Correctve Actions
s | v VAI None NA NA Corrective Actions
T I P I N B~
5 | wa VAI None NA NA Correctlve Actions
46 | wi VAI None NA NA Correctve Actions
47 | AR NAI None NA NA NA
8 | ca NAI None NA NA NA
4 | ca NAI None NA NA NA
50 | FL NAI None NA NA NA
51 | FL NAI None NA NA NA
52 | FL NAI None NA NA NA
5 | A NAI None NA NA NA
54 | HI NAI None NA NA NA
55 | HiI NAI None NA NA NA
56 | 1A NAI None NA NA NA
57 IL NAI None NA NA NA
58 | 1L NAI None NA NA NA
59 | 1L NAI None NA NA NA
60 | IN NAI None NA NA NA
61 | MI NAI None NA NA NA
62 | MN NAI None NA NA NA
63 | MO NAI None NA NA NA
64 | MO NAI None NA NA NA
65 | MT NAI None NA NA NA
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66 NJ NAI None NA NA NA
67 NJ NAI None NA NA NA
68 NJ NAI None NA NA NA
69 NY NAI None NA NA NA
70 NY NAI None NA NA NA
71 OH NAI None NA NA NA
72 OH NAI None NA NA NA
73 OH NAI None NA NA NA
74 OK NAI None NA NA NA
75 OR NAI None NA NA NA
76 PA NAI None NA NA NA
77 PA NAI None NA NA NA
78 TN NAI None NA NA NA
79 TN NAI None NA NA NA
80 TN NAI None NA NA NA
81 X NAI None NA NA NA
82 X NAI None NA NA NA
83 uT NAI None NA NA NA
84 uT NAI None NA NA NA
85 VA NAI None NA NA NA
86 WA NAI None NA NA NA
87 WI NAI None NA NA NA
88 Wi NAI None NA NA NA
89 Wi NAI None NA NA NA




