
 

 

November 11, 2025 

 

By electronic submission 

 

Division of Dockets Management 

Food and Drug Administration 

5630 Fishers Lane, Room 1061 

Rockville, MD 20852 

 

Re: Docket No. FDA-2025-P-4153-0001 

 

On behalf of the Society for Maternal-Fetal Medicine, the medical professional society 

representing more than 6,500 members and serving as the voice for clinicians and researchers 

with expertise in high-risk pregnancy care, we write to express our concern regarding a citizen 

petition filed by the Informed Consent Action Network (“Petitioner”) on September 22, 2025.1 

The petition requests that the Food and Drug Administration (FDA) change the labeling of over-

the-counter acetaminophen products for use during pregnancy.  The Petitioner’s request is 

contrary to medical evidence and, in fact, could lead to harm for pregnant people and their 

infants. 

 

While the petition cites studies suggesting a link between prenatal acetaminophen exposure and 

neurodevelopmental outcomes such as autism and attention deficit hyperactivity disorder 

(ADHD), a thorough review of the scientific literature shows that no causal relationship has 

been established.  

 

The studies referenced in the petition are observational in nature and are subject to considerable 

methodological limitations, such as confounding variables and recall bias.2,3 Even the FDA’s own 

internal reviews have consistently concluded that the evidence is insufficient to support a 

labeling change.4 

 

In contrast to the weak evidence linking acetaminophen use in pregnancy to adverse health 

outcomes, untreated fever during pregnancy is known to carry significant maternal and 

infant health risks. Untreated fever, especially during the first trimester, raises the risk of 

miscarriage, birth defects, and premature birth, and untreated pain can pose serious risks to the 

mother and fetus.5,6 At this time, acetaminophen remains the first-line medication for fevers and 

pain during pregnancy.7,8 

 

In response to recent national conversations regarding the use of acetaminophen in pregnancy, 

SMFM released the statement below on September 22, 2025.9 

 

“…[The] Society for Maternal-Fetal Medicine (SMFM) reiterates its recommendation 

advising both physicians and patients that acetaminophen is an appropriate medication to 

treat pain and fever during pregnancy.   

 



 

SMFM stands behind our recommendation10 that acetaminophen use during pregnancy 

has not been shown to cause or increase the risk of autism or other neurobehavioral 

problems in children.  And in fact, lack of treatment of fever and pain can pose an even 

greater risk. 

 

SMFM supports continued research that includes pregnant patients to understand the 

potential causes of neurodevelopmental disabilities in children.  

 

SMFM stands with colleagues at the world's preeminent medical societies, including the 

American College of Obstetricians and Gynecologists,11 the International Federation of 

Gynecology and Obstetrics,12 and the Royal College of Obstetricians and Gynecologists,13 in 

reaffirming our position that acetaminophen is safe to use in moderate doses during pregnancy. 

We also lift up similar statements released by the World Health Organization14 and the European 

Medicines Agency.15 

 

The highest quality evidence must guide medical decision-making. Premature regulatory action 

based on inconclusive data risks undermining public trust in the FDA and compromising patient 

safety. SMFM strongly urges the FDA to deny this petition and to continue monitoring the 

evidence with scientific rigor. We stand ready to partner with you on this and other initiatives 

related to medication use in pregnancy. If you have any questions or we can be of further 

assistance, please contact Rebecca Abbott, SMFM’s Senior Director of Advocacy 

(rabbott@smfm.org). 

 

Sincerely, 

 
 

Dr. Sindhu K. Srinivas, MD, MSCE 

President 

Society for Maternal-Fetal Medicine 
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