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Siri & Glimstad LLP on behalf of Informed Consent Action Network

The Autistic Self Advocacy Network (ASAN) appreciates the opportunity to provide
information to the Food and Drug Administration (FDA) regarding a petition submitted by the
Informed Consent Action Network proposing labelling changes to acetaminophen-containing
drug products. ASAN is a 501(c)(3) nonprofit disability rights advocacy organization created by
and for autistic people ourselves. ASAN is writing to oppose the petition to add a warning
regarding acetaminophen-containing drug products that would state that the use of said
products has potential risks on fetal neurodevelopment, including an increased risk of autism
spectrum disorder (“ASD”).

Multiple reputable studies’ have demonstrated that there is no link between
acetaminophen and autism, and have found that previous associations can be attributed to
confounding variables, most notably uncontrolled genetic factors which mediate both
acetaminophen use and child neurodevelopment. Research has additionally shown that autism
is overwhelmingly? caused by genetics, and with hundreds of genes associated with autism, it is
highly unlikely that a single drug could cause autism. Similarly, ample evidence exists that
genetic factors for autism and other neurodevelopmental disabilities are themselves associated
with a higher incidence of maternal migraine and other pregnancy pain— the very conditions for
which analgesia is medically indicated®. The lack of reputable data to support the claims being
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made in the petition should raise alarm bells to the FDA because of the agency’s stated
commitment to scientific integrity. Labeling decisions based on cherry-picked, poorly collected,
inadequately controlled, or out-of-date data to justify medical decisions will lead individuals to be
misled by the FDA. Using such data to enact sweeping policy changes, such as those proposed
in the petition, is dangerous and will erode public trust that the FDA is making regulatory
decisions based on the best available scientific evidence. This trust is essential to the FDA’s
core mission of protecting public health, and undermining it would interfere with the FDA's ability
to fulfill that mission.

The weak claims presented in the petition, based on a limited number of small and
poorly-controlled studies and outright health disinformation, are not the “gold-standard science”
the Department has promised the American people. The FDA has previously released studies*
stating that there is no link between taking acetaminophen-containing drug products and autism,
and has rejected previous proposals to modify the warning label on acetaminophen products. In
addition, the Secretary himself has acknowledged that the available evidence, including that
which is cited in this petition, is not sufficient to support a causal inference as recently as
October 29th of this year®. Without new information or further studies providing data, if pursued,
this regulation would be arbitrary and capricious as it would be a change of the agency's
historical position, without a reputable source or change in scientific knowledge to account for
this change.

ASAN will continue to advocate for an autism research agenda based in science and a
policy agenda that addresses the needs of autistic people and our families, like better access to
services and supports. We deserve nothing less. The narrative that has been provided in this
petition is harmful to the autistic community and is damaging to the study of science and drug
interactions as a whole. Autism is a natural part of human diversity. Autistic people enjoy a good
quality of life when we have the supports we need. Autism is not a problem for which anyone
needs to be blamed. An HHS that does not further this understanding and provide accurate
information to the President and the public to make safe, science-informed decisions puts the
country at grave risk. From recommending against the use of the best treatment for fever and
pain during pregnancy to endorsing misinformation regarding the causes of autism, the facts
presented in this petition put us all in danger.
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To defend the health and well-being of autistic people, our families, and the general
public, we respectfully oppose the petition submitted by the Informed Action Network to urge
the FDA to add a warning regarding acetaminophen-containing drug products. For more
information on ASAN’s policy positions with respect to healthcare and research, please contact
Cameron Lynch, policy analyst at clynch@autisticadvocacy.org.

Thank you for your consideration,
Autistic Self Advocacy Network
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