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Infant Botulism Linked to Powdered Infant Formula

Summary

The Centers for Disease Control and Prevention (CDC), public health officials in several states,
the California Department of Public Health (CDPH) Infant Botulism Treatment and Prevention
Program, and the U.S. Food and Drug Administration (EDA), are investigating a multistate
outbreak of infant botulism linked to ByHeart Whole Nutrition Infant Formula. The South
Carolina Department of Public Health (DPH) is providing this communication to help providers
prepare, promptly identify cases, manage suspected cases, and implement appropriate
reporting actions.

As of November 19, 2025, this outbreak includes 31 infants with suspected or confirmed infant
botulism from 15 states (see FDA map). No cases have been reported in South Carolina to date.
However, efforts are ongoing to identify other potential cases as products are distributed across
the US at stores including Target, Walmart, Sprouts, Whole Foods, Kroger, and sold online.

All 31 infants were hospitalized and treated with BabyBIG®. No deaths have been reported. For
27 cases with illness onset information available, illnesses started on dates ranging from August
9 to November 13, 2025. For 23 infants with age and 24 with sex information available, they
range in age from 16 to 200 days and 11 (46%) are female.

Investigations are ongoing but have not identified any other infant formula brands or shared
exposures that pose a risk to infants at this time. FDA does not anticipate any formula
shortages as a result of this outbreak.


https://www.cdc.gov/botulism/outbreaks-investigations/infant-formula-nov-2025/index.html
https://www.infantbotulism.org/
https://www.fda.gov/food/outbreaks-foodborne-illness/outbreak-investigation-infant-botulism-infant-formula-november-2025
https://byheart.com/
https://www.fda.gov/food/outbreaks-foodborne-illness/outbreak-investigation-infant-botulism-infant-formula-november-2025

Background

The CDC National Botulism Surveillance System records approximately 150-180 infant botulism
cases each year. In 2024, over half of infants with infant botulism were exclusively breastfed
and 43% were receiving powdered infant formula before becoming ill. According to information
shared by the Infant Botulism Treatment and Prevention Program (IBTPP), since August 1,
2025, through November 10, 2025, 84 infants nationwide have received BabyBIG® treatment.
Data from IBTPP have demonstrated a concerning association between consumption of ByHeart
infant formula and botulism.

Infant botulism happens when a baby ingests formula or food containing Clostridium
botulinum spores that grow in the gut and make toxin. Initial diagnosis of infant botulism
is based on clinical symptoms. Patients with infant botulism may present with some or all
the following signs and symptoms:
e Constipation
Poor feeding
Ptosis (drooping eyelid)
Sluggish pupils
Flattened facial expression
Diminished suck and gag reflexes
Weak and altered cry
Respiratory difficulty and possibly respiratory arrest

If untreated, infants with infant botulism experience a progressive, flaccid paralysis that can
lead to breathing difficulties and require weeks of hospitalization and may even result in death.
Treatment with BabyBIG® is recommended for all suspected cases of infant botulism. BabyBIG
is an IVIG product that will neutralize botulinum neurotoxin A or B in circulation. It will not
neutralize or reverse the effects of toxin which has entered neurons prior to BabyBIG
administration”; therefore, treatment should not be delayed.

Recommendations

Clinicians:

o If infant botulism is suspected, call the CDPH Infant Botulism Treatment and
Protection Program immediately at 510-231-7600. Consultation is available 24
hours a day, 7 days a week.

e If clinical consultation supports infant botulism, begin treatment with BabyBIG® as soon
as possible. Do not wait for laboratory confirmation. Supportive care may also be
necessary and in anticipation of potential respiratory complications pending the release
of BabyBIG.

e Stool specimens can be shipped directly to the CDC for testing. Samples must arrive
within 3 days of collection. Please contact the DPH Public Health Laboratory at 803-896-
0800 for instructions and a reference number to accompany the sample.

¢ Infant botulism is immediately reportable to DPH. All suspected cases must be reported
by phone call to a live person at the DPH regional public health office, 24 hours a
day, 7 days a week. Prompt reporting of suspected cases allows DPH to coordinate
and participate in the treating provider's communication with the California Department
of Public Health Infant Botulism Treatment and Prevention Program.



https://infantbotulism.org/
https://www.infantbotulism.org/
https://www.infantbotulism.org/
https://www.infantbotulism.org/

Parents and Caregivers:
o Do not use any ByHeart Whole Nutrition infant formula. This includes formula
sold in cans and single-serve packets.

o If you have purchased the product and have not used it, discard it.

o If you have leftover ByHeart powdered formula, label it "DO NOT USE", if
possible, take a picture or record the lot number and best by date.
and keep it stored in a safe place for at least a month.

o If your infant develops symptoms of infant botulism, DPH may want to collect
formula for testing. If no symptoms appear after a month, throw the leftover
formula away.

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

o Seek immediate medical care if your infant has consumed ByHeart Whole Nutrition
Infant Formula and has any of the symptoms listed above.

o Symptoms of infant botulism can take as long as several weeks to develop, so parents
should remain vigilant if they used ByHeart Whole Nutrition infant formula.

o California Department of Public Health has a public hotline to support caregivers with
concerns about this outbreak and infant botulism.

o Available Monday to Sunday, 7 a.m. to 11 p.m. Pacific Standard Time

o 1-833-398-2022

Businesses:
e Do not sell or use any recalled ByHeart Whole Nutrition infant formula.
e Wash and sanitize items and surfaces that may have touched recalled formula.
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DPH contact information for reportable diseases and reporting requirements

Reporting of Botulism is consistent with South Carolina Law requiring the reporting of diseases
and conditions to your state or local public health department. (State Law # 44-29-10 and
Regulation # 60-20) as per the DPH 2025 List of Reportable Conditions.

Federal HIPAA legislation allows disclosure of protected health information, without consent of
the individual, to public health authorities to collect and receive such information for the
purpose of preventing or controlling disease. (HIPAA 45 CFR §164.512).

MAIL TO

Regional Public Health Offices — 2025

Mail or call reports to the Epidemiology Office in each Public Health Region

Lowcountry
3685 Rivers Avenue, Suite 201

N. Charleston, SC 29405
Fax: (843) 953-0051

Midlands
2000 Hampton Street
Columbia, SC 29204
Fax: (803) 251-3170

Pee Dee
1931 Industrial Park Road
Conway, SC 29526
Fax: (843) 915-6506

Upstate
352 Halton Road

Greenville, SC 29607
Fax: (864) 282-4373

CALLTO:

Lowcountry
Allendale, Bamberg, Beaufort,
Berkeley, Calhoun, Charleston,
Colleton, Dorchester, Hampton,
Jasper, Orangeburg

Office: (843) 441-1091
Nights/Weekends: (843) 441-1091

Midlands
Aiken, Barnwell, Chester,
Edgefield, Fairfield, Kershaw,
Lancaster, Lexington, Newberry,
Richland, Saluda, York

Office: (888) 801-1046
Nights/Weekends: (888) 801-1046

Pee Dee
Clarendon, Chesterfield,
Darlington, Dillon, Florence,

Georgetown, Horry, Lee, Marion,

Marlboro, Sumter, Williamsburg

Office: (843) 915-8886
Nights/Weekends: (843) 409-0695

Upstate
Abbeville, Anderson, Cherokee,
Greenville, Greenwood,
Laurens, McCormick, Oconee,
Pickens, Spartanburg, Union

Office: (864) 372-3133
Nights/Weekends: (864) 423-6648

For information on reportable conditions, see
dph.sc.gov/professionals/health-professionals/sc-list-reportable-

conditions

DPH Bureau of Communicable
Disease Prevention & Control
Communicable Disease Epidemiology Section
2100 Bull St - Columbia, SC 29201
Phone: (803) 898-0861- Fax: (803) 898-0897
Nights / Weekends: 1-888-847-0902
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Health Alert
Health Advisory
Health Update
Info Service

Conveys the highest level of importance; warrants immediate action or attention.

Provides important information for a specific incident or situation; may not require immediate action.
Provides updated information regarding an incident or situation; unlikely to require immediate action.
Provides general information that is not necessarily considered to be of an emergent nature.



https://dph.sc.gov/sites/scdph/files/Library/00167-ENG-CR_2025.pdf
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https://dph.sc.gov/professionals/health-professionals/sc-list-reportable-conditions
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