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Summary of Past Observations
CFR Number: Citation Text:

manufactured, packaged, labeled, or held under conditions to prevent 
adulteration.

Correction Status: Not Corrected
21 CFR 117.20(b) Your plant was not designed to facilitate maintenance and sanitary 

operations.
Correction Status: Correction Requires Onsite Verification
21 CFR 106.50(d)(2) You did not include controls for the drying process for a powdered 

infant formula.
Correction Status: Correction Requires Onsite Verification

 
Summary of Objectionable Conditions on FDA Form 483 - Current Inspection
CFR Number Citation Text Correction Status

21 CFR 106.50(a)(1) You did not have a qualified individual 
document corrective actions taken after an 
investigation of a deviation from the master 
manufacturing order.

No Firm Response 
Submitted

21 CFR 106.30(b) You did not ensure that all surfaces that 
contacted ingredients were cleaned and 
sanitized.

No Firm Response 
Submitted

21 CFR 106.6(c)(4) You did not review and evaluate the public 
health significance of a deviation from a 
specification established for your production 
process.

No Firm Response 
Submitted

 
Correction Statuses current at time report was signed.

 
Consumer Complaints Review
(DT)
 
The firm’s Complaint Management Policy remains unchanged since the last routine inspection.  
All complaints are initially handled by the corporate office who categorize them.  Complaints are 
sorted into 3 categories:
 

Health – complaints related to gastro illnesses•
Quality – complaints that reference tastes, smells, appearance, packaging damages, or 
the presence of foreign materials.

•

Sensitive/Serious – any complaint associated with Salmonella or a pathogen.•

 
All sensitive or serious complaint cases are reviewed by medical professionals during root cause 
investigations.  Blendhouse’s Portland, OR facility manufactures the final ByHeart product, and 
most complaints received are route through that location according to Ms. Casey, Quality 
Compliance Manager.  BHA is only aware of complaint if the corporate office shares specifics and 
requests information on base powder lots.  Ms. Casey stated that BHA was unaware of any 
pathogen complaints until FDA consumer complaint coordinator contacted them. 

 

(b) (4)
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Consumer Complaints
Complaint ID Complaint Coverage

192895 ) complaint. Refer to the EIR and FDA 
memo for follow up information.

193207 This is a general compliant that captures the specifics of start of the 
outbreak investigation.

193226 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/05/2025.

193227 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/05/2025.

193228 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/05/2025.

193229 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/05/2025.

193230 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/05/2025.

193231 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/05/2025.

193232 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/05/2025.

193233 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/05/2025.

193234 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/05/2025.

193235 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/05/2025.

193236 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/05/2025.

193237 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/05/2025.

193238 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/05/2025.

193239 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/05/2025.

(b) (6), (b) (7)(C)
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Consumer Complaints
Complaint ID Complaint Coverage

193346 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/18/2025.

193347 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/18/2025.

193348 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/18/2025.

193350 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/18/2025.

193352 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/18/2025.

193354 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/18/2025. Awaiting further details if possible.

193355 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/18/2025.

193358 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/18/2025.

193360 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/18/2025.

193361 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/18/2025.

193364 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/18/2025.

193366 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/18/2025.

193368 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/18/2025.

193371 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/18/2025.

193373 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/18/2025.
This Blendhouse location was unaware of this complaint. Details from 193376
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Consumer Complaints
Complaint ID Complaint Coverage

this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/18/2025. Awaiting further details if they become 
available.

193378 This Blendhouse location was unaware of this complaint. Details from 
this complaint were relayed to Ms. Casey, the Quality Compliance 
Manager, on 12/18/2025.

 
Inspection Recalls
Recall Number(s) H-0249-2026

 
Inspection Samples
Sample Number(s) 1218194; 1218195; 1313131; 1313132; 1313133; 1316847; 1316848; 

1316849; 1316850; 1316851; 1316852; 1316853
 
 

ADMINISTRATIVE DATA

Administrative Data
Firm Blendhouse Allerton,LLC
Physical Address
Address Line 1 211 N Central Ave
City / State / ZIP Allerton, IA 50008
Phone 641-221-2854
Fax

Mailing Address
Address Line 1 211 N Central Ave
City / State / ZIP Allerton, IA 50008
Email Address @byheart.com
Website byheart.com
Inspection Date(s) 11/11/2025, 11/12/2025, 11/13/2025, 11/14/2025, 11/17/2025, 

11/18/2025, 11/19/2025, 11/20/2025, 11/21/2025, 12/3/2025, 12/4/2025, 
12/5/2025, 12/17/2025, 12/18/2025, 12/19/2025, 1/21/2026, 1/22/2026

 
FDA Inspection Participants
Participant Name and Title

Karen Labounty, Investigator
Danny Tuntevski, Investigator

 
FDA Team Members Not Present for the Whole Inspection
Investigator LaBounty was present on the following dates, 11/11/25, 11/12/25, 11/13/25, 11/14/25, 
11/17/25, 11/18/25, 11/19/25, 12/3/25, 12/4/25, 12/5/25, 12/17/25, 12/18/25, 12/19/25, 1/21/26, 
and 1/22/26. 

 

 

 

(b) (4)

(b) (6), (b) (7)(C)
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211 N Central Ave
Allerton, IA 50008
 
Correspondence with the firm can be sent to the headquarters at ByHeart 
Inc.:
Mr. Ron Belldegrun, Chief Executive Officer
ByHeart Inc.
131 Arick Street
11th Floor
New York, NY 20013
 
ByHeart operates two other food manufacturing facilities in the U.S.
 
A manufacturing facility (idled since 2024) at:
Blendhouse Reading, LLC
61 Vanguard Dr.
Reading PA 19606
FEI: 3015728839
 
A blending and canning facility at:
Blendhouse Portland, LLC
19217 NE San Rafael St.
Portland OR 97230
FEI: 3013670080
 
This report was written by Investigators Danny Tuntevski (DT) and 
Karen Labounty (KML). Each section contains the initials of the author 
of that section.

 
Recalls
Recalls Not Previously Known to FDA

(DT)
 
Blendhouse, LLC corporate office initiated their recall procedures on 
11/08/2025, one day after being notified by the FDA of multiple infant 
botulism complaints.  Early reports indicated that there were 13 cases that 
were linked to the consumption of ByHeart infant formula.  Blendhouse, 
LLC’s initial recall was for two lots:
 

Batch Code: 251261P2, Use by: 01 Dec 2026•
Batch Code: 251131P2, Use by: 01 Dec 2026•

 
At that time testing by ByHeart or regulatory agencies had not confirmed 
the presence of Clostridium botulinum spores or toxin in any ByHeart 
product.
 
On 11/19/2025, ByHeart expanded their recall to all lots of ByHeart 

Recall Description
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Tables and Figures

 Tank○

 Tank○

Silos○

○

Ex 29

 

○

Ex 30

Ex 31

Ex 32

2024 Crack Inspection Reports
Area Reports Exhibit Number

○

Ex 33

○

Ex 34

○

Ex 35

Ex 36
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Tables and Figures
Ex 37

Table: Answer_13_2 
2025 Process Intrusion Reports

Date Description Product Lot
1/9/25 Failed magnet check.  Opened 

 pump to inspect for 
damage.

1/9/25 Failed magnet check.  Opened 
 supply pump.

2/1/25 Opened  pump to ensure 
pump was not clogged.

2/2/25 torn down to inspect for 
wear.  Checking the for  
from packings.

2/22/25 Black material found in  
.  Opened everywhere 

gaskets are used. 
3/2/25 Plug at the .  

Opened to remove clog.
3/8/25 Clog at the  pump.  

Opened pump to unclog.
3/13/25 Opened pumps as part of an 

investigation because of magnet 
findings

3/14/25 Black piece of rubber discovered 
in . Open  
valve to investigate.

3/15/25 Leak on the l pump seal.  Replaced 
damaged seal.

3/16/25 Leak on the  pump.  
Rebuilt pump.

2024 Process Intrusion Reports
Date Description Product Lot

8/8/24 Rebuilt the  
pump.

8/15/24 Changed gasket on the  

12/18/24 Checked  pump because it 
was not running.

12/20/24 Replaced the  tank  

Table: Answer_98_1 
Firm Name Address Operations   

(b) (4)
(b) (4)

(b) (4)

(b) (4)
(b) (4)

(b) (4)
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(b) (4)
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(b) (4) (b) (4)
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(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)(b) (4)

(b) (4)

(b) (4)(b) (4)

(b) (4) (b) (4)

(b) (4)

(b) (4)
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Description Sample INV1316848 consists of 8 subs of base powder lot code 
 collected on 11/18/2025, used to manufacture finished 

product lot code 251131P2.  Sample was shipped to ARHAFL to be 
analyzed for Clostridium botulinum.

Sample Number INV1316849
Description Sample INV1316849 consists of 7 subs of base powder lot code 

collected on 11/18/2025, used to manufacture finished 
product lot code 251261P2.  Sample was shipped to ARHAFL to be 
analyzed for Clostridium botulinum.

Sample Number INV1316850
Description Sample INV1316850 consists of 8 subs of base powder lot code 

 collected on 11/18/2025, used to manufacture finished 
product lot code 251261P2.  Sample was shipped to ARHAFL to be 
analyzed for Clostridium botulinum.

Sample Number INV1218194
Description Sample INV1218194 consists of 7 subs of base powder lot code 

 collected on 11/21/2025, used to make finished product lot 
243201P2.  Sample was shipped to ARHAFL to be analyzed for 
Clostridium botulinum.

Sample Number INV1218195
Description Sample INV1218195 consists of 7 subs of base powder lot code 

 collected on 11/21/2025, used to make finished product lot 
243201P2.  Sample was shipped to ARHAFL to be analyzed for 
Clostridium botulinum.

Sample Number INV1316851
Description Sample INV1316851 consists of 8 subs of base powder lot code 

collected on 12/03/2025, used to manufacture finished 
product lot code 251481P2.  Sample was shipped to ARHAFL to be 
analyzed for Clostridium botulinum.

Sample Number INV1316852
Description Sample INV1316852 consists of 8 subs of base powder lot code 

collected on 12/03/2025, used to manufacture finished 
product lot code 251481P2.  Sample was shipped to ARHAFL to be 
analyzed for Clostridium botulinum.

Sample Number INV1316853
Description Sample INV1316853 consists of 8 subs of base powder lot code 

collected on 12/03/2025, used to manufacture finished 
product lot code 251481P2.  Sample was shipped to ARHAFL to be 
analyzed for Clostridium botulinum.

 
 

VOLUNTARY CORRECTIONS

(DT)
 
The verification of corrections put in place by the firm was not the objective of this CORE 
assignment; However, corrections/corrective actions that came up during the outbreak 
investigation were noted below. 
 

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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These are the additional observations from the 2025 annual inspection that were not on the last 
annual 483.
 
The two additional observations were not included on the Inspectional Observations consisted of 
the firm not having clear barriers separating hygiene zones; and not monitoring  
differential pressures.

These observations require further follow up.  Due to the directed inspection, 
corrections to these items were not verified.

•

 
Seven items were also discussed with management at the conclusion of the 2025 annual inspection:
 

The firm allowing for significant pest activity in hygiene areas;1. 

No signs of pests were observed during the walk through on 11/18/25.  A review of 
the pest control records going back to 2024 did not indicate any concerning 
obsrevations.

•

QA personnel missing final QA reviews and checks for records;2. 

This issue was again observed.  See Observation 2.•

Not securing the double doors to the processing to not allow employee access;3. 

This discussion item requires further follow up.  Due to the directed inspection, 
corrections to this item were not verified.

•

Not collecting routine swabs during production;4. 

This discussion item requires further follow up.  Due to the directed inspection, 
corrections to this item were not verified.

•

Written procedures for environmental monitoring did not capture corrective actions 
and the event reports populated from deviations pertaining to environmental positives 
were not clear, nor included all information;

5. 

This discussion item requires further follow up.  Due to the directed inspection, 
corrections to this item were not verified.

•

The dryer  floors had stains throughout; and the caulking placed on the  
tank due to an water event is not on a preventive maintenance program; and

6. 

Floors in the  dryer  appeared in good condition.  The evidence of water 
events were not observed in the facility.

•

Rust stains passing through open caulking on the ceiling on level on the dryer 7. 

The ceiling on level of the  dryer  appeared in good condition. •

 

(b) (4)

(b) (4)

(b) (4)

(b) (4

(b) (4)

(b) (4)

(b) (4 (b) (4) (b)(4)

(b) (4)

(b) (4)

(b) (4)
(b) (4)
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EXHIBITS COLLECTED

Exhibits
Exhibit Number Description Number of Pages

1 IS docs for WMP lot 5
2 IS docs for WMP lot 20
3 IS docs for WMP lot 17
4 IS docs for WMP lot 30
5 IS docs for WMP lot 8
6 IS docs for WMP lot 17
7 IS docs for WMP lot 14
8 IS docs for WMP lots 18
9 IS docs for WPH lot 8
10 IS docs for WPH lot 6
11 IS docs for WPH lot 23
12 IS docs for WPH lots 23
13 IS docs for WPH lots 4
14 IS docs for WPH lot 8
15 IS docs for WPH lots 4
16 IS docs for WPH lot 4
17 Outbound IS 4
18 Outbound IS 2
19 Outbound IS 2
20 Outbound IS 2
21 Outbound IS 3
22 Outbound IS 3
23 Outbound IS 3
24 Tote Labels 2
25 Org chart 1
26 Chain of command and Org chart 7
27 2025 Crack insp. cover page 9
28 2025 Crack Insp. Dryer 12
29 2025 Crack Insp Processors 13
30 2025 Crack Insp Feed tanks 9
31 2025 Crack Insp. Dryer ductwork 43
32 2025 Crack Insp Dryer components 27
33 2024 Crack Insp ing. tanks 15
34 2024 Crack Insp processors 17
35 2024 Crack Insp feed tanks 6
36 2024 Crack Insp Dryer ductwork 48
37 2024 Crack Insp Dryer components 45
38 Process Intrusion checklist 3
39 Process Intrusion procedure 7

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
(b) (4)
(b) (4)
(b) (4)
(b) (4)
(b) (4)
(b) (4)

(b) (4)
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Exhibits
Exhibit Number Description Number of Pages

40 Temperature Excursion in MBR 1
41 Traceback for Base powders 2
42 BHA sampling of raw materials 15
43 ByHeart supplier contact info 1
44 Traceback for base powders 1
45 Food Safety Plan older version 44
46 Food Safety Plan current version 46
47 CIP procesure  plant 31
48 CIP procesure  CIP tanks 6
49 CIP procedures for filler 17
50 CIP procedure for dryer 19
51 BHA project list 1
52 12
53 Water diagram 1
54 daily sheet 1
55  quarterly PM 1
56 Backflow testing 3
57 Water sampling procedure 4
58 2024 water report 39
59  water report 15
60 Internal water testing results 4
61 Allerton  list 1
62 1
63  spec 4
64  changes 2
65 IF  filter 3
66 mix area filter 3
67  air 2
68  Filter log 2
69 -filter 4
70  f filter 3
71 filter 3
72 Project list 1
73 Supplier Managment SOP 9
74 Ingredient testing 7
75 SNC 2023-2025 3
76 BHA productin schedule 9
77 SNC WMP 8
78 SNC 12
79 SNC WPH 32
80 Approved Supplier List with address 6
81 Audit Observations at DFA 3

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
(b) (4)
(b) (4)
(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
(b) (4)
(b) (4)

(b) (4)

(b) (4)

(b) (4)
(b) (4)

(b) (4)

(b)(4)
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Exhibits
Exhibit Number Description Number of Pages

82 WMP  COA 2
83 WPH  COA 1
84 HACCP  Plant for Infant Forumla 46
85  COA 3
86  COA 2
87 MBR  tank 7
88 MBR 22
89 Charts for MBR 4
90 Dryer logbook 4
91 Base powder testing 1
92  base powder test results 32
93 Expiration dates 8
94 BHA production schedule 2023-2025 9
95 Sanitation break SOPs 4
96 Sanitation break CIP forms 79
97 Sanitation break CIP charts 8
98 COP cleaning procedure 8
99 Ingredient silo CIP 7
100  CIP register 1
101 clean and swab results 14
102  CIP validation 47
103  Dryer CIP validation 42
104 Tote labels 2
105 RCA and RCI SOP 28
106 2023 Devation and Events summary 1
107 2024 Deviation and Events summary 1
108 2025 Deviation and Event summary 3
109  pump 49
110 Supplier approval changes since 2023 1
111 Base powder release spec 5
112 BHA lot codes used in BHP can codes 1
113 Invalidated SAL result 24
114 BHA missing magnet check 6
115 BHA use of unreleased premix 8
116 BHA 7
117 Dev and Event investigation E25-025-BHA 8
118 BHA OOS Fat 8
119 Unplanned water event reporting 6
120 Water leaks 7
121  water leak 10
122 Process Intrusion procedure 7
123 Process Intrusion checklist 3-14-25 3

(b) (4)
(b) (4)
(b) (4)

(b) (4)
(b) (4)

(b) (4)

(b) (4)

(b) (4)
(b) (4)
(b) (4)
(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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Exhibits
Exhibit Number Description Number of Pages

124 EMP SOP 19
125 EMP test results 235

 
 

ATTACHMENTS

Attachments
Attachment Number Description Number of Pages

1 Issued 483 3
2 Notice of Insp. 3
3 Notice of Insp. 3
4 Notice of Insp. 3
5 Notice of Insp. 3
6 Receipt for Samples 3
7 206 Percentage 1
8 Totes Sampled 1
9 482 3
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SIGNATURE

 

Danny Tuntevski
Investigator
Signed By: DANNY TUNTEVSKI -S
Date Signed: 02-08-2026 18:23:59

Karen M Labounty
Investigator
Signed By: KAREN M. LABOUNTY -S
Date Signed: 02-08-2026 22:26:59




