
  
 

 

 

 

 

 

November 11, 2025 

 
Public Health Advisory 

Multistate Infant Botulism Outbreak Linked to ByHeart Infant Formula 

Background 

The California Department of Public Health (CDPH) has notified Marin County Public 
Health of a multistate outbreak of infant botulism linked to ByHeart Whole Nutrition 
Infant Formula. Preliminary laboratory testing has confirmed the presence of 
Clostridium botulinum in one sample of the formula. In response, ByHeart Inc. has 
voluntarily recalled all Whole Nutrition Infant Formula products. 
 
As of November 11, 2025, 15 cases of infant botulism have been confirmed 
nationwide, including two in California (San Diego and Los Angeles counties). All 
affected infants have been hospitalized, and no deaths have been reported. 
 
This outbreak is extraordinarily rare — botulism has never been detected in 
powdered infant formula in the United States. Infant botulism occurs when 
Clostridium botulinum spores are ingested and produce toxin within the intestines, 
rather than from consuming preformed toxin as in foodborne botulism. Though 
serious, infant botulism is treatable when recognized early. 
 
Marin County Public Health, in coordination with CDPH and Environmental Health 
Services (EHS), is actively working to verify that all local retailers have removed the 
recalled product from shelves and inventories. 

Recall Information 

ByHeart Inc. has issued a nationwide recall of all ByHeart Whole Nutrition Infant 

Formula products, including all lot numbers and all package sizes (both cans and 

single-serve packets). An initial recall on November 8, 2025, covered only two 

specific lots, but the action was expanded on November 11 to include all products 

out of an abundance of caution, following reports of illness associated with additional 

lots not previously included. 

Originally recalled lots: 

• Lot 206VABP/251261P2 — Use by December 1, 2026 

• Lot 206VABP/251131P2 — Use by December 1, 2026 

Recalled products were distributed nationwide, including Marin County, through 

ByHeart.com and major retailers, including Amazon, Sprouts, Walmart, Whole 

Foods, and Target, both in stores and online. 



 

 

PG. 2 OF 3 Guidance for Clinicians 

Healthcare providers in Marin County should maintain a high index of suspicion 

for infant botulism in formula-fed infants.   

• Diagnosis: Based on clinical presentation — especially constipation, poor 
feeding, weak cry, loss of head control, and swallowing difficulty. 

• Immediate consultation with the Infant Botulism Treatment and Prevention 
Program (IBTPP) is essential for suspected cases. 

o 24/7 consultation line: (510) 231-7600 

• Begin treatment immediately with BabyBIG® upon clinical suspicion; do not 
wait for laboratory confirmation. 

• Learn more at the CDPH Infant Botulism main page. 

 
Reporting 

• Notify Marin County Public Health immediately of any suspected infant 
botulism case in a patient under 15 months of age at (415) 473-4163 during 
business hours or call the Health Officer on call at (415) 499-7237.   

o Early notification ensures timely access to BabyBIG®, the only FDA-
approved treatment for infant botulism, produced and distributed by 
the California Department of Public Health (CDPH). 

Laboratory Testing 

Marin County Public Health will assist with coordination and specimen transport for 
suspected infant botulism cases. 

• Before sending specimens: The treating physician must call the IBTPP on-
call physician at (510) 231-7600 to discuss the case. Testing will not begin 
without this consultation. 

• Specimen handling: 
o Keep refrigerated (do not freeze) 
o Seal tightly and place in a leak-proof secondary bag 
o Include the Infant Botulism Diagnostic Testing Specimen Submission 

Form in a separate pouch. 

Information for Parents and Caregivers 

Families who have used ByHeart Whole Nutrition Infant Formula should take the 

following steps: 

1. Stop Use Immediately 

• Do not use any ByHeart Whole Nutrition Infant Formula, regardless of lot 

number or package size. 

• This includes all cans and single-serve packets that may still be in your 

home. 

2. Retain Product Information 

https://www.cdph.ca.gov/Programs/CID/DCDC/Pages/ObtainBabyBig.aspx
https://www.infantbotulism.org/laboratorian/IBPL%20Diagnostic%20Specimen%20Submission%20Form_v2.pdf
https://www.infantbotulism.org/laboratorian/IBPL%20Diagnostic%20Specimen%20Submission%20Form_v2.pdf
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before returning or discarding it. 

• Store any remaining formula your infant consumed for at least one month. 

• If your infant develops symptoms, Marin County Public Health will request a 

sample for testing. 

• If no symptoms appear after one month, discard the product. 

 

3. Clean and Disinfect 

• Thoroughly wash any bottles, utensils, or surfaces that may have come into 

contact with the recalled formula using hot, soapy water or a dishwasher. 

4. Monitor for Symptoms 

• Be alert for early signs of infant botulism, which can appear several 

weeks after exposure. 

• Seek immediate medical care if your infant shows any of the following: 

o Constipation 

o Poor feeding or difficulty sucking/swallowing 

o Weak or altered cry 

o Loss of head control 

• Decreased facial expression 

• Generalized weakness or “floppiness” 

5. When to Contact a Provider 

• If your infant has any of the above symptoms, contact your healthcare 

provider immediately or go to the nearest emergency department. 

Additional Resources 

• CDPH Infant Botulism Treatment and Prevention Program 

• CDC: Infant Botulism Outbreak Linked to Infant Formula (Nov 2025) 

• FDA: Infant Botulism Formula Recall Information (Nov 2025) 

Marin County Public Health urges healthcare providers to share this advisory within 

their networks and remain vigilant for potential infant botulism cases. 

Sincerely, 

 
Lisa M. Santora, MD, MPH  Melanie Thompson, DO, MPH 
Health Officer    Deputy Public Health Officer  
HealthOfficer@marincounty.gov  
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