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Multistate Outbreak of Infant Botulism Linked to ByHeart Whole Nutrition Infant Formula 
 
The Arkansas Department of Health (ADH) is issuing this health advisory to alert clinicians about 
a multistate outbreak of infant botulism linked to ByHeart Whole Nutrition Infant Formula and to assist in 
identification and management of suspected cases. To date, no cases have been identified in Arkansas. 
 
Background 
A multistate outbreak of infant botulism linked to ByHeart Whole Nutrition Infant Formula has been 
identified in the United States. As of November 19, 2025, this outbreak included 31 infants with 
suspected or confirmed infant botulism from 15 states. All 31 infants were hospitalized and treated with 
BabyBIG® (Botulism Immune Globulin Intravenous medication). No deaths have been reported. 
 
ByHeart Inc. has recalled all ByHeart Whole Nutrition Infant Formula products. These products were  
distributed throughout the United States, including retail stores in Arkansas as well as online merchants. 
CDC and FDA recommend that parents and caregivers immediately stop use of all ByHeart Whole 
Nutrition Infant Formula, including cans and single serve packets. 
 
Infant botulism occurs when an infant ingests spores from a type of bacteria called Clostridium 
botulinum. The spores then grow in the large intestine and produce toxin that blocks the neuromuscular 
junction by inhibiting the release of acetylcholine. Initial signs and symptoms often include constipation, 
difficulty feeding (difficulty sucking or swallowing), loss of head control, weak facial expression, and 
reduced muscle tone. Without prompt diagnosis and treatment, descending paralysis may progress and 
involve the respiratory muscles, potentially leading to life-threatening respiratory failure. The time from 
ingestion to symptom presentation can be up to 30 days.  
 
Recommendations for Clinicians 

• Consider infant botulism in any infant presenting with unexplained weakness, poor feeding, 
decreased head control, or difficulty swallowing — especially if the infant has consumed ByHeart 
Whole Nutrition Infant Formula. 

o If a patient was exposed to ByHeart Whole Nutrition Infant Formula but has no clinical 
signs or symptoms of infant botulism, then infant botulism testing is not recommended.  

• Immediate actions to take when suspecting a case of infant botulism: 
o Consult with the Infant Botulism Treatment & Prevention Program (IBTPP) at 510-231-

7600 for evaluation and treatment guidance. Consultation is available 24 hours a day, 7 
days a week. 
 If clinical consultation supports infant botulism, begin treatment with 

BabyBIG® without delay.  Do not wait for laboratory confirmation. Early 
recognition and treatment are critical.  

https://www.cdc.gov/botulism/outbreaks-investigations/infant-formula-nov-2025/index.html
https://www.cdc.gov/botulism/outbreaks-investigations/infant-formula-nov-2025/locations.html
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/byheart-broadens-voluntary-recall-while-investigation-continues
https://www.cdc.gov/botulism/hcp/clinical-overview/infant-botulism.html
https://www.infantbotulism.org/


To sign up for the Arkansas Health Alert Network to receive similar alerts about urgent public health issues in Arkansas, click here. 
 

 Please note: Laboratory confirmation for infant botulism is a complex, time-
intensive, two-part process that utilizes specialized techniques and media that are 
only performed by a select few laboratories in the United States. Routine stool 
cultures are NOT indicated as part of laboratory confirmation of infant botulism.  

o Please report all suspected cases immediately to ADH at 501-661-2381 (or 1-800-554-
5738  after hours) to help facilitate rapid public health follow-up and laboratory 
confirmation.  
 Laboratory confirmation for infant botulism may be coordinated through the 

CDC via consultation with ADH.  
• Guidance for parents/caregivers if ByHeart Whole Nutrition Infant Formula was used: 

o Do not use any ByHeart Whole Nutrition Infant Formula. This includes formula sold in 
cans and single serve packets. 
 If possible, take a picture or record the lot number and best by date. 
 If you have leftover ByHeart powdered formula, label it "DO NOT USE" and keep it 

stored in a safe place for at least a month. 
 If your infant develops symptoms of infant botulism, ADH may request to collect 

the formula for public health testing. If no symptoms appear after a month, throw 
the leftover formula away. 

o Wash items and surfaces that may have touched the formula using hot soapy water or a 
dishwasher. 

o Monitor for symptoms of botulism such as poor feeding, loss of head control, difficulty 
swallowing, or decreased facial expression. Seek medical care immediately if 
symptoms appear. Early intervention is critical. 
 Symptoms of infant botulism can take as long as 30 days to develop, so parents 

and caregivers should remain vigilant if they used ByHeart Whole Nutrition Infant 
Formula. 

 
Additional Information 

• Please contact ADH Outbreak Response (501-661-2381 or ADH.ORSNurses@arkansas.gov) with 
any questions or concerns.  
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