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Additional and amended facts proffered by a patient who had filed a product liability action against the
manufacturer of silicone breast implants were sufficient to satisfy federal pleading standards, the U.S. Court
of Appeals for the Ninth Circuit ruled, reversing the lower court’s dismissal of the patient’s second amended
complaint. In an opinion designated not for publication, the Ninth Circuit remanded to the federal district court in
Arizona with instructions to reconsider the patient’s motion for further leave to amend the complaint (Weber v.
Allergan, Inc., October 23, 2015, En banc).

Background. According to the statement of facts provided in the district court’s decision, which was also
designated not for publication (Weber v. Allergan, Inc., No. CV 12-02388-PHX-SRB, September 25, 2013),
following a diagnosis of zero staged breast cancer and a radical mastectomy, the patient, Nicole Weber was
implanted with Natrelle silicone gel-filled breast implants manufactured by Allergan, Inc. Beginning approximately
one year after the implant surgery, the patient allegedly experienced six weeks of daily migraines, severe lung
and breathing difficulties, severe anxiety, tinnitus, vertigo, racing heartbeat, large red blotches on her arms,
fungal feet, allergic reactions to medications, severe chest spasms, tremors, and vision loss. Her treating
physician attributed her symptoms to the breast implants, and a test for silicone sensitivity demonstrated that
the patient had a severe generalized reaction to silicone. Following removal of the implants per her physician’s
recommendation, a pathology report showed foreign-type multinucleated giant cells surrounding the implants.
Although the patient’s health improved after the implants were removed, she continued to experience chemical
sensitivity to medications and severe visual and immune system problems. She was diagnosed with autoimmune
retinopathy with a poor prognosis.

The patient’s lawsuit against the manufacturer included counts for strict product liability based on a
manufacturing defect and negligence based on the manufacturer’s failure to use reasonable care in
manufacturing and selling the implants. The complaint also included a count charging the manufacturer with
making false and misleading representations to her treating physician.

District court’s denial of motion to amend. In her second amended complaint, the patient alleged that
because a “significant gel bleed” was not a known risk of a properly manufactured Natrelle Style 20 implants, the
occurrence of a significant gel bleed and resulting presence of neurotoxic levels of manganese constituted proof
that the manufacture of her implants deviated from federal requirements. The district court found that the patient
had not alleged facts showing she had experienced a significant gel bleed but, rather, provided only conclusory
allegations that essentially assumed a significant gel bleed occurred based on the results of her pathology
report. Similarly, her allegations that there were neurotoxic levels of manganese present in her system and that
the toxicology report showed foreign body-type multinucleated giant cells surrounding the implants evidencing a
manufacturing defect also were conclusory. According to the district court, these factual allegations did not show
how the implants were different from those approved by the FDA, how the manufacturer of the implants deviated
from federal requirements, or in what way the implants were inconsistent with and deviated from the product
specifications submitted by the manufacturer to the FDA.

Additional/amended allegations. The additional and/or amended facts proffered by the patient in support
of her motion for leave to further amend her complaint could be deemed sufficient to meet the Twombly/Iqbal
plausibility requirement, according to the Ninth Circuit. These additional/amended facts included: (1) at the time
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of their removal, the patient’s implants had lost approximately 2.8 percent of their mass and/or volume, whereas
the manufacturer’s documents disclosed that only 1 percent of the silicone gel in its implants was expected
to bleed from implants made in accordance with FDA-approved specifications; (2) manganese, a chemical
constituent present in the manufacturer’s silicone-gel implants as a result of the manufacturing process, was
present in the patient’s body beyond that disclosed to the FDA; and (3) the patient’s symptoms could not be
explained entirely by her idiosyncratic, severe generalized reaction to silicone but instead indicated that a bleed
occurred that exceeded the extremely low level gel bleed of no clinical consequence that the manufacturer’s
implants were known to cause.

The case is No. 13-17017.

Attorneys: Alan C. Milstein (Sherman Silverstein Kohl Rose & Podolsky) for Nicole Weber. GinaMarie Slattery
(Slattery Petersen PLLC) for Allergan Inc.
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