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Litigators of the (Past) Week:
Reversing a $60M Loss in Bellwether
Baby Formula Case for Mead Johnson
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n March 2024, an lllinois jury awarded $60

million in the first verdict in a string of cases

accusing Mead Johnson's cow’s milk-based

infant formula of sickening or killing premature

babies with an intestinal illness called
necrotizing enterocolitis, or NEC.

Last week, the state’s Fifth District Court of
Appeal reversed that verdict, ruling that the trial
court judge erred by failing to apply the learned
intermediary doctrine—the legal principle holding that
manufacturers of prescription drugs and medical
devices have a duty to warn healthcare providers, not
patients, about the known health risks associated
with their products. The appeals court held that
doctrine applied to Mead Johnson's formula given
to premature babies in hospitals. Mead Johnson's
appellate team was led by Paul Schmidt and Nicole
Antoine of Covington & Burling and Joel Bertocchi
of Akerman.

Litigation Daily: What was at stake here for your
client?

Paul Schmidt: These cases have meaningful pub-
lic health implications, given the medical need for
preterm infant nutrition and the limited availability of
human milk for all infants. In a pretty notable affir-
mation of these points, the American Academy of

(I-r) Paul Schmidt and Nicole Antoine of Covington &
Burling, and Joel Bertocchi of Akerman.

Pediatrics and the NEC Society spoke out in favor of
preterm formula in response to this litigation, and the
FDA, CDC and NIH issued a joint statement affirming
the need for preterm formula and highlighting the
uncertain science supporting the plaintiffs’ claims.

How did you and your firms get involved in this
matter?

Nicole Antoine: We had previously worked with Eric
Santoro, Mead Johnson's in-house counsel, on simi-
larly complex product liability cases. When he moved
to Mead Johnson, he brought us in as part of the
team given our prior work together and knowledge of
the area. Eric has always been a terrific partner to us
and we're grateful to continue to be working with him.
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Joel Bertocchi: Akerman was engaged by Mead
Johnson in 2022, when it was expecting to become
involved in a series of appeals in lllinois’ state appel-
late courts as a result of substantial trial court litiga-
tion then pending in Southern lllinois and was looking
for counsel with significant experience in lllinois’
appellate courts. | was actually recommended to
them by a former colleague from another firm that is
part of Mead Johnson's lllinois team. Though | was
originally engaged to work primarily on interlocutory
appeals from rulings on jurisdiction (which | did), |
was also asked to join the team appealing the verdict
in Watson.

Who all was on the team in this particular appeal
and how did you divide the work?

Antoine: Aside from Paul and me, from the Covington
side, our appellate team consisted of Emily Ullman,
Sumner Truax and our incredible paralegal Julia
Hontaruk-Levko. We focused on the evidence and
factual challenges, and partnered with Joel on the
broader learned intermediary issues, with him also
addressing the nuances and specifics of lllinois law.

The panel ultimately held that the learned inter-
mediary doctrine applies in the NICU context for
this formula product. How did you get the court
comfortable that the doctrine extends beyond more
traditional prescription drugs?

Bertocchi: We emphasized two points: the poli-
cies underlying the doctrine and the way our facts
fit squarely within those policies. While the plaintiff
emphasized that lllinois courts had not yet extended
the doctrine beyond prescription drugs and medical
devices, we noted that the doctrine is a common-
law rule that should apply whenever the policies
underlying it are implicated, as they were here. And
we fit those policies directly to our client’s product,
which was in this case (and is pretty much always)
administered to a premature infant in a NICU by
medical personnel on the orders of a doctor who
was well aware of any attendant risks and benefits.
It was gratifying to all of us to see the court discuss
and rely on those facts in holding that the doctrine
applied in this case.

How did you address the plaintiffs’ argument that
parents—especially in neonatal care—are still deci-
sion-makers who should receive warnings?

Bertocchi: We did so, again, by emphasizing the
facts of our case, which were that the actual feeding
decisions were made by doctors and that the plaintiff
mother admitted that she had relied on those doctors
to make those decisions, as pretty much any parent
with a child in a NICU would. In addition, we argued
that a rule requiring formula manufacturers like Mead
Johnson to warn parents instead of their infants’
doctors was unworkable, given that formula admin-
istered in NICUs is sold to hospitals and that Mead
Johnson has no access to or information about the
patients or parents involved in those circumstances.

Looking back, what did the trial team do to pre-
serve the learned intermediary issue for appeal?
Were there specific objections or offers of proof that
became central appellate hooks?

Antoine: We have always believed this was a critical
issue in this case and in the litigation more broadly, so
we made sure to preserve the issue at every possible
opportunity: on summary judgment, in proposing jury
instructions pre-trial, in directed verdict, in proposing
jury instructions post-trial and in post-verdict briefing.
But the role of doctors and their individualized medi-
cal decision to prescribe preterm formula was also
a central issue of our case, even setting aside the
learned intermediary doctrine, which meant we were
able to build a trial record that really demonstrated
to the court why the learned intermediary doctrine
should apply here.

Paul, what was your approach going into oral argu-
ment? Were you aiming to win on learned intermediary
doctrine, or present multiple off-ramps for the court?

Schmidt: Preterm formula is administered in the
NICU, one of the most intensive medical care settings
that exists. For this reason, the learned intermediary
issue was the most important issue in this appeal,
because it determined whether the company’s legal
obligations would track the reality of how these prod-
ucts are used in the real world. But we also respect-
fully disagreed with several of the evidence rulings at
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trial, and | was grateful the appellate court reversed
one of those rulings as well.

The panel also took a close look at the “volume and
breadth” of financial evidence presented at trial. Did
you view the financial-evidence argument as inde-
pendent grounds for reversal, or more as reinforcing
the prejudice flowing from the instructional errors?

Antoine: We do view the financial-evidence argu-
ment as independent grounds for reversal. The court’s
opinion addressed a core issue that clients like ours
often face, which is the introduction of financial evi-
dence intended to distract from the actual issues in
the case. The court’s opinion recognizing that this
evidence is irrelevant and prejudicial was gratifying
and precedent-setting.

My colleague Amanda Bronstad described this as
the first verdict of its kind involving NEC and cow’s
milk-based formula. How does this reversal change
the landscape for future cases?

Bertocchi: We hope it will change things substantially.
The learned intermediary doctrine should be a critical
part of any case making these claims. From evidence
established in the Watson trial and other cases, it is
clear that neonatologists are well aware that formula
does not protect against NEC the same way that human
milk does, but that it is also, as the American Academy
of Pediatrics confirmed in an amicus brief in our case,
an essential tool in any neonatologist’s toolbox for
situations where human milk is either not sufficiently
available or not providing sufficient nutrition to foster
growth. While no one would cut parents out of the
process, under this ruling, future cases should properly
focus on what the doctors who choose to use formula
are warned about and what they already know (and
thus do not need to be warned about), which actually
reflects how things work in NICUs.

What do you see as the biggest remaining battle-
grounds if this case goes back before a jury?

Antoine: Now that the issue of learned intermediary
has been decided, this case will turn on whether an

allegedly adequate warning would have changed the
doctors’ decision-making. The doctors involved in
this case were all highly trained, knowledgeable and
carefully weighed the well-known risks and benefits
of formula before prescribing it.

What can other defense teams take from what you
accomplished here?

Schmidt: The Covington team tried the case below
and then partnered with Joel on the appeal. Playing
that dual trial/appellate role highlights the impor-
tance of trying a case to win both before a jury and
an appellate court. We built the factual record on
the relevant appellate issues throughout trial, and
we preserved our legal positions on those issues
from before trial through post-trial briefing, allow-
ing us to beat back procedural arguments that
our opponents made about the issues not being
properly appealed.

What will you remember most about this matter?

Schmidt: The amazing team that | got to work with.
Our trial team of Phyllis Jones, Emily Ullman, Amber
Charles, Nicole Antoine, Elizabeth Fouhey, Alice
Greenhill and Sumner Truax was outstanding. It was
then great to be able to handle the appeal with them
and Joel. And our clients—Eric Santoro, Justin Griner
and Eliane Setton—were wonderful to work with and
true believers in the public health issues at stake in
the lawsuit.

Antoine: To echo Paul, our wonderful team is
always the most memorable part of any case for me.
| am also grateful to see recognition from the court of
the critical medical importance of preterm formula,
which our clients have always championed.

Bertocchi: Mead Johnson makes a truly life-saving
product here, and | will always be grateful for the
opportunity to help them make it available to help
premature infants and their families and doctors in
NICUs across the country. | will also remember how
great it was to be a part of a multi-firm team, all work-
ing seamlessly toward that goal.
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