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Consumer Complaints Review
CN-007377
The complainant reported the following: “I noticed the aluminum part under the lid was lightly puffed out 
and when I opened the can some of the formula exploded out as if under pressure.”  This was the only 
complaint of this type received by the firm for this batch of finished product. The firm conducted an 
investigation, and the root cause could not be determined.
 
CN-007737 (CER #25-095)
The complainant reported the following: “When I opened the can and found a black/brown something. Little 
black specs oval shaped”. The firms root cause summary reported the following: A definitive root cause 
could not be identified. An extensive review of all production and packaging processes at ByHeart facilities 
strongly supports that it is highly improbable foreign material was introduced during manufacturing. All 
foreign material control measures were rigorously assessed, and no failures in the system were observed.
 
CN-008227
The complainant reported their baby experienced diarrhea and vomiting with the can of ByHeart Whole
Nutrition Infant Formula, but specified no botulism. No additional information was provided by the 
complainant.
 
CN-008239
The complainant reported their baby had severe diarrhea after consuming a recent can of ByHeart Whole
Nutrition Infant Formula. The parent reported they have a can that was listed with the recall batches. No
additional information was provided by the complainant.
 
CER #25-095 (see FDA Consumer Complaint #191733).
 
The following is a description of complaints received by the firm for batch #251261P2.
The investigation of these complaints conducted during the inspection included a review of the batch 
records, in-process tests and examinations, process interventions, deviations, sanitation, certificates of 
analysis for lactoferrin, authorized release certificate for the base powder, finished product microbiological 
testing, environmental monitoring and pest control associated with production of lot 251261P2.
 
CN-007866
The complainant reported “Huge spit ups”. No additional information was provided by the complainant.
 
CN-008141 (CER #25-107)
A complaint received via FDA stated that it was reported to the agency by a parent that their infant on the 
ByHeart Whole Nutrition Infant Formula had infant botulism. The firm continues to conduct a root cause 
investigation that includes sending retained samples to .
 
CN-008169
The complainant reported smelly gas, diarrhea, and complaints about the lid design and scoop size. There 
was no follow up investigation conducted by the firm for this complaint.
 
CN-008186
The complainant reported “My baby was fed recalled formula. No symptoms yet. I want my money back”
 
CN-008241
The complainant reported a ten-month-old infant as constipated for four days after consuming the recalled 
formula. No additional information was provided by the complainant.
 
CN-008380
The complainant reported that their infant on the ByHeart Whole Nutrition Infant Formula experienced 
symptoms of infant botulism and reported that the child is currently under the supervision of their 

(b)(4)
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Consumer Complaints Review
pediatrician. The parent did not feel comfortable providing any additional information at the moment.
 
CN-008437
The complainant reported purchasing 15 cans of ByHeart Whole Nutrition Infant formula from a  
store in  and that the infant got sick. No additional information was provided by the 
complainant.
 
CN-008453
The complainant reported a female infant consumed almost half of a can of ByHeart Whole Nutrition Infant 
Formula before the recall came out. While the infant was not diagnosed and treated for botulism, she was 
diagnosed and treated for intussusception and the complainant believed it to be linked. The complainant 
reported “We are having her formula tested and are waiting.” No additional information was provided by 
the complainant.
 
CN-008203
The complainant reported infant is getting constipated. No further information was provided. The firm made 
three attempts to contact the complainant, and the complaint was lost to follow up.
 
CN-008191
The complainant reported their infant has been “having some of the symptoms and is going to be checked 
out by a doctor after consuming one can of ByHeart infant formula. The complainant did not describe the 
symptoms the infant was experiencing. No additional information was provided by the complainant.
 
CN-008192
The complainant reported “We are in the hospital with our daughter. She is being treated for botulism”. No 
additional information was provided by the complainant.

 
Consumer Complaints
Complaint ID Complaint Coverage
191414 The information in this consumer complaint was reported to the firm by FDA on 

05/28/25. The Complaint Event Reporting and Investigation number assigned by 
the firm was 25-047. 
A review of the Complaint Event Reporting and Investigation record for this 
complaint was reviewed during the inspection without comment. This 
investigation included, but was not limited to, a complete review of the batch 
records (including production, process interventions, sanitation, certificates of 
analysis for lactoferrin, authorized release certificate for lots of base powder, in-
process microbiological results and finished powder microbiological results), 
pest control, as well as environmental monitoring records (including air, water, 
and all hygiene zone swabs) associated with lot  The firms root cause 
summary reported the following: The investigation indicates there is no 
evidence of contamination with this batch and that all process controls were 
effective at managing any risk. There were no environmental positives or 
product positives. This is the only illness-related complaint that has been 
received on this batch code. An extensive sampling and testing program for 
micro and other indicator organisms is in place for the Base Powder (QUAL-
2521.21-PMS Infant Formula Base Powder Release Specification - 206-VA), 
Finished Goods (QUAL-2510.07-PMS Infant Formula Canned Finished Product 
Release Specification 206-VA) and Plant Environment (QUAL-4510-SOP 
Environmental Monitoring Program).
The information in this consumer complaint was reported to the firm by FDA. 
The Complaint Event Reporting and Investigation number assigned to this 
complaint by the firm was 25-052. 

191733

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

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

complaint number CN-005563.
193248 See Consumer Complaints section of this establishment inspection report for 

information related to complaints received for lots/batches #251131P2
193249 See Consumer Complaints section of this establishment inspection report for 

information related to complaints received for lots/batches #2512612.
193250 The firm continues to conduct a root cause investigation into complaints related 

to Clostridium botulinum reported in multiple infants.
193251 Consumer states product was used on 2/24/25. The affected lots were produced 

on 4/23/25 and 5/6/25. The firm continues to conduct a root cause invetigation 
into complaints related to Clostridium botulinum reported in multiple infants.

193252 The firm reported receiving multiple complaints related to the can collar 
spinning freely on the can body. The firm received two reports of spinning 
collars in January, 10 in February, 46 in March and 30 in April. The firm 
conducted an investigation (INV-00019) described as follows: During a site visit 
to  representatives from R&D and Quality Release observed that over 
caps were being applied with excessive force prior to entering the capping 
machine. This aggressive  placement was found to cause deformation or 
damage to the internal threads of both the cap and collar components. 
Additionally, during the PQ process it was noted that over caps were 
occasionally being placed at an angle (i.e., not properly aligned). When 
misaligned over caps enter the  capping equipment, the applied 
mechanical pressure exacerbates thread damage, ultimately resulting in closure 
integrity issues. The root cause of the cap and collar complaints was determined 
to originate from process-related issues at  where a can collar and cap are 
affixed to the can body. To mitigate further damage and standardize the process, 
several corrective actions were implemented, and work instructions were 
updated to ensure gentler placement of the over cap and prevent component 
damage. The calibrator was replaced and maintenance standards established. 
Additional in-process inspections were introduced by  to detect cap and 
collar damage and ensure 
 
The investigation report concluded that that the root cause was attributable to 
activities at  The over cap component is not designed to provide an 
airtight or sterile seal; rather, it functions solely as a protective cover for the can 
after opening. Product integrity remains unaffected, as the over cap has no role 
in maintaining sterility or preventing spoilage when the product is consumed 
within the recommended 30 day use period. 

193253 The firm reports they did not receive similar complaints where the complainant 
reported an infant did not have a bowel movement for three weeks.

193263 See attached memorandum (ATT. 5).
193349 The firm did not have the complaint in their complaint system. Without a valid 

and complete lot code there is no trackable complaint in the firm's system
193351 No complaint in the system, no additional follow up or response. There are no 

other complaints on this lot code, but no indication of issues in the batch record.
193353 No complaint in the system, no additional follow up or response. There are no 

other complaints on this lot code, but no indication of issues in the batch record.
193356 Complaint was not found in the firm's system. The firm is not able to conduct 

additional follow up because no lot numbers or identifying information was 
provided with complaint.

193357 The complaint is in the firm's system. This was one of the recalled lots and 
investigation is ongoing.

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)
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Consumer Complaints
Complaint ID Complaint Coverage
193359 The firm has additional complaints registered on the use by date but without a 

valid and complete lot code there is no trackable complaint in the firm's system. 
No additional response or follow up.

193362 The firm has additional complaints registered on the use by date but without a 
valid and complete lot code there is no trackable complaint in the firm's system. 
No additional response or follow up.

193363 The firm does not have a similar complaint in their system. No response or 
follow up can be conducted without a valid lot code and the complaint can not 
be traced in the firm's system.

193365 Complaint is in ByHeart system and documentation was reviewed without 
comment. Three contacts were with the family's legal team. No additional 
information was provided to firm. Reason for three separate records is for three 
separate cans with one complaont record per can. No additional contact was 
made. Ms. Boyd stated she was not sure why no additional contact attempts 
were made, but is reaching out to the complaints team (parent experience team) 
to try to discover more information. A deviation report was initiated by the firm 
to explain why the follow up did not occur.

193370 No complaint in the system, no additional follow up or response. There are other 
complaints on this lot code, but no indication of issues in the batch record.

193372 No response or follow up without a valid lot code, the complaint cannot be 
traced in the firm's system.

193374 No response or follow up without a valid lot code, the complaint cannot be 
traced in the firm's system.

193375 The complaint did not exist in the firm's system. There are no additional 
complaints on this lot code logged by the firm. No issues are indicated in the 
batch record.

193377 No response or follow up without a valid lot code, the complaint cannot be 
traced in the firm's system.

193379 The complaint did not exist in the firm's system. There are no additional 
complaints on this lot code logged by the firm. No issues are indicated in the 
batch record.

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

 
Inspection Samples
Sample Number(s) 1304819; 1304820; 1304821; 1304822; 1316268; 1316269

 
 

ADMINISTRATIVE DATA

Administrative Data
Firm BlendHouse Portland LLC
Physical Address
Address Line 1 19217 Ne San Rafael St
City / State / ZIP Portland, OR 97230-7445
Phone 1-503-288-6502
Mailing Address
Address Line 1 19217 Ne San Rafael St
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Administrative Data
City / State / ZIP Portland, OR 97230-7445
Website www.byheart.com
Inspection Date(s) 11/11/2025, 11/12/2025, 11/13/2025, 12/2/2025, 12/3/2025, 12/4/2025, 

1/21/2026, 1/22/2026, 1/23/2026
 
FDA Inspection Participants
Participant Name and Title
Delanie Browning, Investigator
Gerard Difiore, Investigator
Stephen Mclane, Investigator

 
FDA Team Members Not Present for the Whole Inspection
CSO Gerard DiFiore was present in person on the following dates: 11/11/25, 11/12/25, 11/13/25, 12/02/25, 
12/03/25, 12/04/25. CSO, DiFiore was present 01/23/26 via Microsoft Teams for the close out meeting.
 
CSO Delanie Browning was present in person on the following dates: 11/11/25, 11/12/25, 11/13/25, 
12/02/25, 12/03/25, 12/04/25, 01/21/26, 01/22/26, 01/23/26.
 
CSO Stephen McLane was present in person on the following dates: 11/11/25, 11/12/25, 11/13/25.

 
Issued 482 Forms
On the date(s) below, credentials were presented and a "Form FDA 482, Notice of Inspection" (attached) was issued to the 
person listed.
Date Issued Issued To
11/11/2025 Lori Boyd, Director of Quality
11/11/2025 Lori Boyd, Director of Quality
12/2/2025 Robert Esquer, Plant Manager
1/21/2026 Robert Esquer, Plant Manager

 
FDA Credentials Were Displayed to the Following Person(s)
Person's Name and Title Lori Boyd, Director of Quality
Person's Name and Title Robert Esquer, Plant Manager

 
FMD-145 Recipient and Industry Portal Representative/Most Responsible Corporate Official*
IPR/FMD Person
Person's Name and Title Ron Belldegrun, CEO/Owner
Email Address ron@byheart.com
Mailing Address ByHeart

131 Varick St. 11th Floor.
New York, NY 10013

Phone Number 503-288-6502

Industry Portal 
Representative and 
FMD-145 Recipient

*If a corporation

 
Guidance Documents Given to the Firm
The document “Electronic Submission of Correspondences” was provided to Lori Boyd on 
01/23/26 via email l.boyd@byheart.com.
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packs. The stick packs are packaged by  into labeled pouches/bags.
 
 

INDIVIDUAL RESPONSIBILITY AND PERSONS INTERVIEWED

Person #1
Person's Name and Title Lori Boyd, Director of Quality
Roles and Authorities Ms. Boyd is responsibilities include overseeing food safety and product quality, 

releasing and holding of product and the firm's environmental monitoring 
program. The Regulatory Compliance Manager, Release Services Manager, 
Environmental Monitoring Coordinator, and Lab Technicians Report to her. She 
reports to the Vice President of Quality Kathleen Whitesell, Vice President - 
Quality. Ms. Boyd has worked for the firm in the current position since June 
2023. Ms. Boyd provided all records and documents requested during the 
inspection.

The following are applicable to 
this person

FDA Credentials Displayed to This Person, Interviewed, Accompanied During 
the Inspection

Person #2
Person's Name and Title Robert Esquer, Plant Manager
Roles and Authorities Mr. Esquer is responsible for overseeing the entire production process from 

inbound of raw material through final packaging of the product and he is the 
most responsible person of the firm on a day-to-day basis. He has the authority 
to hire and fire employees. The Production Manager and Maintenance 
Manager's report to him. He reports to the Senior Director of Operations. He has 
worked for the firm in his current position since August 2023. During the 
inspection Mr. Esquer provided detailed description of the firm’s manufacturing 
operations.

The following are applicable to 
this person

FDA Credentials Displayed to This Person, Accompanied During the Inspection

Person #3
Person's Name and Title Dhru Patel, Director of Pharmacovigilance
Roles and Authorities Mr. Patel is responsible for receiving and reviewing health complaints and 

working with the Customer Experience Group. Mr. Patel is a  
and he reports having more than 10 year’s experience in drug safety case 
processing and medical information. He reviews all complaint records, and he 
performs an assessment of complaints and conducts periodic reviews of 
complaints. During the inspection Mr. Patel answered questions and provided a 
detailed explanation of the firm's procedure for conducting investigations of 
health-related complaints. The Senior of Safety Assurance report to him and he 
reports to the Chief Medical Officer. He has worked for the firm for 
approximately 10 years. Ms. Patel joined the inspection remotely to discuss the 
firm's procedure for handling complaints.

The following are applicable to 
this person

Interviewed

Person #4
Person's Name and Title Ron Belldegrun, CEO/Owner
Roles and Authorities According to firm management at Blend House Portland, Mr. Belldegrun is the 

CEO and most responsible person of ByHeart. Mr. Belldegrun was not present 
during the inspection and was not interviewed during the inspection.

The following are applicable to 
this person

Industry Portal Representative, FMD 145 Recipient

Email Address ron@byheart.com
Mailing Address ByHeart

131 Varick St. 11th Floor.
New York, NY 10013

(b)(4)

(b)(4)



16

EEstablishment Inspection Report Amendment 1 FEI: 3013670080

BlendHouse Portland LLC EI Start: 11/11/2025

Portland, OR 97230-7445 EI End: 01/23/2026

Phone Number 503-288-6502
Person #5
Person's Name and Title Dhru Patel, Director of Pharmacovigilance
Roles and Authorities Mr. Patel is responsible for receiving and reviewing health complaints and 

working with the Customer Experience Group. Mr. Patel is a  
and he reports having nine years’ experience in drug safety case processing and 
medical information. He reviews all complaint records, and he performs an 
assessment of complaints and conducts periodic reviews of complaints. During 
the inspection Mr. Patel answered questions and provided a detailed explanation 
of the firm's procedure for conducting investigations of health related 
complaints. The Senior of Safety Assurance report to him and he reports to the 
Chief Medical Officer. He has worked for the firm for nine years. Ms. Patel 
joined the inspection remotely to discuss the firm's handling of consumer 
complaints/product complaints.

The following are applicable to 
this person

 
 

MANUFACTURING/DESIGN OPERATIONS

Process Flow, Operations, and Product Coverage
There have been no major changes to the firm's manufacturing design and operations, production and 
process controls, or types of products manufactured by the firm since the previous inspection.
 
The firm continues to operate from a single storied,  square foot facility. Manufacturing operations 
consist of filling cans and stick packs with finished infant formula powder received from BlendHouse 
Portland.
 
There is no water used in the production facility for any reason, including when conducting cleaning and 
sanitizing operations. There are no floor drains located in high care areas. The only floor drains are located 
in the employee rest rooms, and behind the  which is a low traffic area that has a dead end and is 
gated.
 
Production areas are designated as  areas (Exhibit 42 - Hygienic 
Zoning Floor Plan).
 
The firm has written procedures that cover each point, step, or stage in the production process; the firm has 
implemented production and process controls at various points, step, or stages throughout production 
process; and conducts monitoring and verification of the production and process controls. The firm follows 
a master manufacturing record and documents manufacturing operations in a batch production record 
(Exhibit 43 - Process Flow Diagram).
 
Receiving Components
The facility has  overhead doors for shipping and receiving. Components received include bulk base 
powder; lactoferrin; cans; can ends; can lids. Material Handlers inspect the seals 
on delivery vehicles and inspect the conditions and cleanliness of the delivery vehicle prior to offloading. 
The receiving of product/components is documented in the “Inbound Material Inspection” form. Material 
Handlers enter the product/component into the firm’s ) and the product/components 
are automatically put on hold in the . Each component is assigned a unique product code. The 
firm does not assign its own lot numbers to any components, but instead, uses the supplier lot number. The 

 notifies QA who is responsible for conducting a review of the COA’s against component 
specifications and making a disposition decision. The firm receives an Authorized Release Certificate 
(ARC) for base powder it receives from BHA. Product/components that meet the firm’s specifications are 

(b)(4)

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

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)
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Gerard D Difiore
Investigator
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Date Signed: 03-06-2026 09:23:36

Stephen G Mclane
Investigator
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Date Signed: 03-06-2026 09:28:56

Delanie M Browning
Investigator
Signed By: Delanie M. Browning -S
Date Signed: 03-06-2026 07:48:04




