
 

 

 

November 14, 2025 

 

Dr. Marty Makary 

Commissioner of Food and Drugs 

Food and Drug Administration  

10903 New Hampshire Avenue 

Silver Spring, MD 20993 

 

Dear Commissioner Makary, 

 

 

In light of the ongoing outbreak of infant botulism linked to ByHeart infant formula that has 

sickened at least 23 babies across 13 states and recent reporting from the New York Times, I am 

requesting all of the inspection records from all three of ByHeart’s facilities in Reading, 

Pennsylvania, Allerton, Iowa, and Portland, Oregon.  

 

According to the New York Times, ByHeart shut down one of its manufacturing plants earlier this 

year after federal investigators found a series of safety violations, including a leaking roof and 

hundreds of dead bugs where infant formula was produced. Inspectors found more than 2,700 dead 

insects in a food production area. The FDA classified the inspection as its highest tier of concern.1 

This reporting raises serious concerns about the company’s food safety record.  

 

The time for transparency is now. American parents deserve to know the formula they give to their 

children is safe. 

 

Due to the pressing nature of this issue, I request this information by Wednesday, November 19.  

 

Sincerely,  

 

 
 

Rosa L. DeLauro 

Member of Congress  

Ranking Member of House Appropriations 

 

 

 
1 https://www.nytimes.com/2025/11/13/health/infant-formula-botulism.html  

https://www.nytimes.com/2025/11/13/health/infant-formula-botulism.html

