FDA’s advisory on all recalled ByHeart Whole Nutrition Infant Formula and Anywhere Pack™ products -- 11/14/25
update
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The FDA is advising parents and caregivers not to buy or feed any ByHeart Whole Nutrition Infant Formula and
Anywhere Pack™ products to infants. For more information about the recall, please visit ByHeart Broadens Voluntary
Recall While Investigation Continues | FDA.

There is a suspected case of infant botulism identified in Massachusetts associated with this recall.

DPH is asking local health departments to support recall effectiveness checks in retail establishments and respond to
questions from parents in your communities.

Infant botulism is a rare but very serious disease that can damage the nerves, leading to weakness and paralysis. It
occurs when Clostridium botulinum spores are ingested and grow in an infant’s intestinal tract. The bacteria produce
toxins that affect the nervous system.

If an infant shows any of these symptoms, parents should seek medical care immediately.
Parents and caregivers with concerns should contact their healthcare provider.

Infants with botulism may show:
e Constipation
e Poor feeding
e Difficulty sucking or swallowing
e Drooping eyelids (ptosis)
e  Sluggish pupils
e Low muscle tone
e Weak or altered cry
e Loss of head control
e Generalized weakness
e Breathing difficulty
o Respiratory arrest

Visit Outbreak Investigation of Infant Botulism: Infant Formula (November 2025) | FDA to review further details on the
outbreak. ByHeart Whole Nutrition Infant Formula and Anywhere Pack™ products are sold in Massachusetts and
nationally in the U.S. and were previously available through multiple retailers including Shaws, Target, Walmart, Whole
Foods, Star Market, and Wegmans.
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