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Summary
areas and a  system.
 
Refusals were not encountered. . Samples were collected ; INV1240167 
to be analyzed for Cronobacter and INV1240166 to be analyzed for Salmonella. A reconciliation exam was not 
conducted.. An FDA 483 was not issued. Verbal observations were not issued to the firm.  A verbal warning was given 
to the firm and corporate management, emphasizing the need for compliance with the FD&C Act. During this 
interaction, consequences for non-compliance were clearly communicated to underscore the importance of adhering to 
the Act.

 
Program Assignment Codes Covered
Program Assignment Code Program Assignment Title

03040 FOOD CGMP INSPECTIONS
03040U PCHF FOLLOW-UP INSPECTIONS
03050N DOMESTIC HUMAN FOOD ENVIRONMENTAL 

SAMPLES
21006 INFANT FORMULA SURVEY
21005 DOM & IMP NLEA, NUTR SMPL ANAL & GEN'L 

LBING PROG
 
Correction Statuses current at time report was signed.

 
Consumer Complaints Review
I reviewed the firm's complaint file from June 2023 to the present. There were numerous complaints regarding product 
quality and some specifically mentioning issues like spitting-up and diarrhea. Complaints related to these health 
concerns are investigated by corporate headquarters. The ages of the infants involved in these complaints were 71 days 
and 90 days.  There were no reports of serious injuries or illnesses.
 
Additionally, there were complaints related color and flavor.  Ms. Fry explained that the infant formula is  

. The color variation depends on how long the wet mix sits in the tank, with the wet batch maintained 
at  degrees F for .
 

 
Inspection Samples
Sample Number(s) 1240166; 1240167

 
 

ADMINISTRATIVE DATA

Administrative Data
Firm ByHeart Inc dba Blendhouse Allerton
Physical Address
Address Line 1 211 N Central Ave
City / State / ZIP Allerton, IA 50008
Phone 641-873-4121
Fax 641-873-4574
Mailing Address
Address Line 1 211 N Central Ave
City / State / ZIP Allerton, IA 50008

 

(b)(4)

(b) (3) (A)

(b)(4)

(b)(4) (b)(4)
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Administrative Data
Email Address jvanderhulle@byheart.com
Website byheart.com
Inspection Date(s) 1/8/2024, 1/16/2024, 1/17/2024, 1/18/2024, 1/30/2024

 
FDA Inspection Participants
Participant Name and Title

Michael Feingold, Investigator
Alicia Frees, Investigator
Joselin Baray-Alvarado, Investigator
Raymond Anderson, Investigator

 
FDA Team Members Not Present for the Whole Inspection
CSO Joselin P Baray-Alvarado was present on 01/17/2024
CSO Raymond T Anderson was present on 01/17/2024
CSO Alicia Frees was not present on 01/30/2024

 
Non-FDA Inspection Participants
Participant Agency Purpose for Being Present Dates of Participation

Kurt Rueber, Small Food 
Processing Lead

IDIA 1/8/2024; 1/16/2024; 
1/17/2024; 1/18/2024; 
1/30/2024

 
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

1/8/2024 John van der Hulle, Plant Manager
1/16/2024 John van der Hulle, Plant Manager
1/17/2024 John van der Hulle, Plant Manager

 
FDA Credentials Were Displayed to the Following Person(s)
Person's Name and Title John van der Hulle, Plant Manager
Person's Name and Title Julie L Fry, QA & Regulatory Compliance Manager
Person's Name and Title Katie Whitesell, Senior Director of Food Safety

 
FMD 145 Recipient
Person's Name and Title John van der Hulle, Plant Manager
Email Address jvanderhulle@byheart.com
Mailing Address The same as the firm's mailing address.

 
Guidance Documents Given to the Firm
I provided Ms. Julie Fry the FDA QR Handout and guidance documents which contains the following factsheets and 
reference materials:

FDA Food Safety Modernization Act (FSMA)•
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Roles and Authorities Mr. John van der Hulle has been with the facility for over 41 years, serving as plant 
manager for the past 16 years. In his role, Mr. van der Hulle oversees overall facility 
management, personnel, and production operations. He possesses the authority to enact 
capital improvements and make decisions regarding personnel employment.

The following are applicable to 
this person

FDA Credentials Displayed to This Person, Interviewed, FMD 145 Recipient, 
Accompanied During the Inspection

Email Address jvanderhulle@byheart.com
Mailing Address The same as the firm's mailing address.
Person #2
Person's Name and Title Julie L Fry, QA & Regulatory Compliance Manager
Roles and Authorities Ms. Julie L Fry has been employed by the firm for over 10 years, holding her current 

position for the past 3 years. In her role, Ms. Fry is responsible for overseeing and co-
developing the firm's quality and food safety programs, which includes managing 
procedures, work instructions, and audits. She also holds the authority to make decisions 
regarding capital improvements and personnel employment decisions.

The following are applicable to 
this person

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

Person #3
Person's Name and Title Katie Whitesell, Senior Director of Food Safety
Roles and Authorities Ms. Whitesell is responsible for the site quality and sanitation report, collaborating with 

various groups to establish and develop local and corporate safety programs. She 
oversees six direct reports and has held her current position in the company since mid-
June. With the authority to hire and fire, Ms. Whitesell reports directly to Niall Mullan.

The following are applicable to 
this person

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

 
 

MANUFACTURING/DESIGN OPERATIONS

Other Areas Covered
ASSESSMENT OF COMPLIANCE WITH INDIVIDUAL CGMP REQUIREMENTS SUBPART B CURRENT GOOD 
MANUFACTURING PRACTICE

PRODUCTION AND IN-PROCESS CONTROLS SYSTEM

The company has established a production and in-process control system, documented through written procedures.  
Additionally, they have a comprehensive food safety plan, including a hazard analysis that identifies ingredient 
hazards, processing hazards, as well as physical, chemical, and radiological hazards inherent to infant formula 
manufacturing.
 
The firm has implemented specifications with active monitoring and a corrective action plan for any deviations. 
Qualified individuals conduct reviews leading to material disposition decisions. However, it was noted that the 
packaging specifications, available in exhibit 18 & 19, lack information on how the firm prevents packaging from 
contaminating the finished product with pathogens. Ms. Julie Fry mentioned that the packaging manufacturer  

, and I suggested incorporating this treatment into the hazard analysis, food safety plan, and product 
specification.
 
The company maintains comprehensive documentation and records for monitoring at every control point in the 
production process. This includes specifications, actual values, deviations, corrective actions, and details of responsible 
individuals. The firm's process flow (exhibit 2) highlights  Critical Control Points (CCPs):  (b)(4) (b)(4)

(b)(4)
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Other Areas Covered
 
To ensure quality, a  is in place (exhibit 5), preventing the use of articles failing 
specifications until a documented review and decision are made.

CONTROLS TO PREVENT ADULTERATION BY WORKERS

CSO Frees and I conducted a thorough review of training records for three randomly selected operators and 
supervisors. All records were found to be complete, and it was confirmed that all personnel had received training in 
infant formula good manufacturing practices. Furthermore, CSO Frees, IDIA Small Food Processing Lead Kurt 
Rueber, and I examined the production records for lots  

, and . The master manufacturing record documented 
pasteurization temperatures and metal detection records, with no deviations observed. Additionally, lot and product 
verification checks were adequately recorded and reviewed.
 
During our observations, all personnel directly involved in working with infant formula demonstrated good personal 
hygiene practices as required by the firm's SOP (exhibit 7). This included wearing clean outer garments, hair, and 
beard nets. Employees were observed following proper hygiene protocols, such as washing and sanitizing their hands, 
as well as changing their boots and outer garments in designated  hygiene areas. 
 
A summary of the firm's Hygiene Zoning and Traffic Control Program (exhibit 7) is explained as such:
The hygiene zoning requirements are  

 
 

 
 

 
 

 

 
 

 
 

 
 

 

 
 

 
 

 
 

 
 

 

(b)(4)

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

(b)(4)

(b)(4)

(b)(4)
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Other Areas Covered
Lead Kurt Rueber, and I reviewed the records for lots 217323181Z1,  

 and ; the firm had documentation for every tote and lot.
 
The manufacturer has implemented a quarantine system ( ) designed to prevent the distribution of each production 
aggregate of infant formula until a thorough evaluation ensures that the production aggregate aligns with all the 
specifications set by the manufacturer.  Lot  of infant formula included  totes  that failed 
to meet the specified fat content requirements. In response,  totes were immediately placed in quarantine and 
subsequently underwent destruction.

TRACEABILITY

The manufacturer codes each production aggregate with a sequential number that identifies the product and the 
establishment where the product was packed and that also permits tracing of all stages of manufacture. (See 
Manufacturing Codes)

AUDITS OF CURRENT GOOD MANUFACTURING PRACTICE

The manufacturer conducts routine audits to assess compliance with CGMP regulations. Voluntary corrections have 
been made since the last inspection, where the auditor and the individual responsible for approving the audit are now 
distinct individuals. Although the firm did not furnish a copy of the audit, they did provide the SOP (exhibit 24) and 
documentation confirming that the audit took place on August 22, 2023 (exhibit 23).
 
 
 
INSPECTION FOR COMPLIANCE WITH INFANT FORMULA QUALITY CONTROL PROCEDURES 
REQUIREMENTS SUBPART C - QUALITY CONTROL PROCEDURES

GENERAL QUALITY CONTROL
The firm tests or reviews the Certificate of Analysis (COA) for every ingredient in each nutrient premix utilized in the 
production of infant formula.  Following the manufacturing process,  

(exhibit 28).  

AUDITS OF QUALITY CONTROL PROCEDURES
The manufacturer conducts routine audits to assess compliance with CGMP regulations. Voluntary corrections have 
been made since the last inspection, where the auditor and the individual responsible for approving the audit are now 
distinct individuals. Although the firm did not furnish a copy of the audit, they did provide the SOP and documentation 
confirming that the audit took place on August 22, 2023.
 
SUPPLY CHAIN CONTROLS

SUPPLY-CHAIN PREVENTIVE CONTROLS

(Written by Alicia R Frees)
The firm has transitioned supply-chain preventive controls from Dairy Farmers of America (DFA) to ByHeart. I 
reviewed ByHeart's Supplier Quality Management SOP (Exhibit 1) which outlined the supplier quality management 
process. The SOP covers suppliers, manufacturers, brokers of raw materials, sanitation chemicals, packaging 
components, warehousing, distribution facilities, contracted laboratories, and other services (electrical, mechanical, 
etc.) purchased for or provided to ByHeart, and or ByHeart facilities in Reading, PA, Allerton, IA, or Portland, OR.
 
The SOP also outlines the responsibility for initial selection of ingredients and approval and assessment for suitability. 

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

(b)(4)

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

(b)(4)

(b)(4)
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Other Areas Covered
New suppliers are set up in the  and a request for documentation is sent to the supplier for review 
by QA. Once a supplier is approved, suppliers are added to the Approved Supplier List (Exhibit 2) maintained by the 
firm. Supplier assessments are conducted via  and an annual verification process is conducted 
for ingredients. The most recent on-site audit was conducted 12/2023 at  and covered Item 

. The firm does not directly import any products.
 
I reviewed two Incoming / Outgoing Transport Inspection Reports for  Lot #  
received 12-20-23 (Exhibit 3) and  Lot #  received 12-4-23 (Exhibit 4). Both 
reports were compared to the Review and Release of Materials procedure (Exhibit 5) detailing the incoming process 
for ingredients and how they are deemed safe for use. Materials received in Exhibit 3 were received prior to third party 
testing and were held until results were received. Materials received in Exhibit 4 were received with an expiry date of 
10OCT23 on 12-4-23. After verification testing the shelf life was extended to 01JAN2024. Product for the current 
campaign was manufactured on 1/16/2024. I asked for and was provided an additional expiration date extension 
(Exhibit 4, pgs 6-8) to review. The expiration date was extended until 31MAR2024.
 

 
 
 

MANUFACTURING CODES

The firm's lot code system has not changed since previous inspections:
 
 

 

 

 
 

REFUSALS

Inspection Refusals
No refusal

 
 

GENERAL DISCUSSION WITH MANAGEMENT

The inspection concluded with the following individuals present and connected virtually:
 
Virtual
Katie Whitesell- Senior Director of Food Safety
Devon Kuehn - Chief Medical Officer
Niall A Mullane - Chief Qty Officer

(b)(4)

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

(b)(4)

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

(b)(4)

(b)(4)
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William Thomas - Senior Dir of Ops and Manufacturing
 
Present
John van der Hulle - Plant Manager
Julie Fry - QA & Regulatory Compliance Manager

 - Document Control Specialist
Lance Burnette - Sanitation Manager
 
I expressed gratitude to everyone for their cooperation and voluntary corrections made since the last inspection. I 
reminded everyone present that this inspection represents a snapshot in time. Although I did not uncover any 
significant negative findings during this inspection, the next investigator may discover issues or conditions that were 
not addressed during this inspection.  Additionally, I provided a verbal warning to all present individuals, emphasizing 
the importance of compliance with the FD&C Act and highlighting the consequences for non-compliance.

 
 

SAMPLES COLLECTED

Sample Number INV1240166 & INV1240167
Description (Written by Raymond T Anderson)

 
Environmental swabbing was conducted by Investigators Alicia R Frees (ARF), 
Raymond T Anderson (RTA), and Joselin P Baray (JPB). Mr. Kurt Rueber, Small Food 
Processing Lead, Food & Consumer Safety Bureau - Iowa Department of Inspections & 
Appeals, was present under State of Iowa authority and assisted with transporting 
supplies, transferring completed swabs to the cooler, and supervising the cooler during 
swabbing.
 
Swabs for Salmonella spp (INV1240166) and Cronobacter (INV1240167) were 
collected concurrently from the same location. JPB collected all subs using  
technique with either a hydrated sponge or Q-tip. ARF handled supplies, labeled 
samples, and placed samples in the cooler. RTA sanitized the gloved hands of ARF and 
JPB between each sub using  (Prepared: 03/31/2023; Expiry: 
02/22/2024), took photos, and documented each sample location.
 
Subs  are environmental swabs aseptically collected from the firm. Subs  were 
collected from the . Subs  were collected from  

 were collected from the  room  
. Swabs were collected from the  room. After swabbing 

using aseptic technique, each sub was placed into their original container then placed 
into a new, sterile 24oz Whirl Pak bag, and identified with a printed white adhesive label 
as "INV1240166 1/17/24 RTA" followed by SUB number prior to being placed in a 
plastic lined hard-sided cooler with ice packs. Q-tip swabs were each placed in a small 
Whirl Pak bag prior to being placed into the cooler.
 

 
 

VOLUNTARY CORRECTIONS

The firm has implemented several corrective actions following previous inspections, aiming to enhance hygiene, 
eliminate potential sources of contamination, and improve overall facility conditions. The key corrective actions from 

(b) (6), (b) (7)(C)

(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

5 SOP Material Release  
6 Process Flow Diagram  
7 Hygenic Zoning  
8 SOP Water Testing  
9 Water Test Report  
10 Crack Test and Repair  
11 Crack Test and Repair  
12 Crack Test and Repair  
13 Crack Test and Repair  
14 Sanitation Chemicals  
15 Scale Calibration  
16 Flow Meter Calibration  
17 Thermometer Calibration  
18 Packaging Specification  
19 Packaging Specification  
20 SOP Positive Release  
21 Product Specification  
22 Discrepancy Report  
23 QA System Check  
24 SOP QA Audit  
25 Voluntary Corrective Actions  
26 MMR  
27 SOP Environmental Monitoring  
28 COA  
29 Product Label  

 
 

ATTACHMENTS

Attachments
Attachment Number Description Number of Pages

1 FDA 482  
2 FDA 482  
3 FDA 482  
4 FDA 484  
5 Infant Formula Attachment B  
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SIGNATURE

 

Michael A Feingold
Investigator
Signed By: Michael Feingold -S
Date Signed: 03-04-2024 10:41:08

Alicia Frees
Investigator
Signed By: Alicia R. Frees -S
Date Signed: 03-04-2024 18:27:09

Joselin P Baray-Alvarado
Investigator
Signed By: Joselin P. Baray-alvarado -S
Date Signed: 03-04-2024 13:46:37




