


4, Defendant Mentor is a California corporation which does business within this
county and throughout the state of Illinois.

5. Mentor markets itself as the United States and worldwide leader in aesthetic
medicine, particularly in relation to breast aesthetics. For more than 30 years, Mentor’s products
have been implanted into millions of women’s breast regions. Mentor purports to be the only
breast implant manufacturer which makes its products in the United States of America.

6. Mentor MemoryGel Breast Implants are filled with Mentof's uniquely formulated
silicone gel which is said to be neither liquid nor semi-liquid. Instead, it is a cohesive gel that
allegedly holds safely and uniformly together to deliver a natural feel that closely resembles
breast tissue.

7. At all relevant times, Mentor, individually and in concert with its affiliates and
agents, which also do business within this county and throughout thé state of Illinois, conveyed
false and misleading information concerning Mentor’s MemoryGel Silicone Breast Implants, and
concealed from Plaintiffs, the public, physicians, and other healthcare providers risks which
Mentor knew to be associated with the devices. But for the Defendant’s actions, Plaintiff Casey
Gravitt would not have suffered the severe injuries which have resulted from implantation of
Mentor’s MemoryGel Silicone Breast Implants into her body.

8. This Court has personal jurisdiction over Defendant Mentor. Mentor is, and at all
material times was, authorized to conduct business in, and conducting business in, the state of
Illinois, and such business has caused or contributed to the harm giving rise to this action. In
addition, at all material times Defendant maintained continuous contacts within this jurisdiction
and transacted business for financial gain within this jurisdiction.

9. The substantial facts relating to Defendant’s actions toward Plaintiffs and to

Plaintiffs’ injuries arising from such actions occurred within the state of Illinois.




10. Venue is proper in this county.

FACTS REGARDING MENTOR AND
MEMORYGEL SILICONE BREAST IMPLANTS

11. Silicones, which are also called polysiloxanes, are polymers that include a
synthetic compound made up of repeating chains of alternating silicon and oxygen atoms,
frequently combined with carbon and/or hydrogen. Silicones are typically heat-resistant
and rubber-like, and are used in sealants, adhesives, lubricants, medicine, cooking utensils, and
thermal and electrical insulation. Being purely synthetic, silicones do not exist in nature.

12. A breast implant is a prosthetic device product used to change the size, shape, and
contour of a woman's breast. There are three generél types of breast implant devices, defined by
their filler material: saline solution, silicone gel, and composite filler.

13. Silicone gel-filled breast implants have a silicone outer shell that is filled with
silicone gel. They are available in various sizes and can have either a smooth or textured shell.
Silicone gel-filled breast implants are approved for breast augmentation in women age 22 or
older and for breast reconstruction in women of any age.

14.  Aspects of the design and/or manufacture of a silicone breast implant may result
in a phenomenon known as gel bleed. Gel bleed is the microscopic diffusion of silicone gel
through the shell of the implant.

15. In 1976, Congress passed the Medical Device Amendments ("MDA") to the
Federal Food, Drug and Cosmetic Act ("FDCA"). Upon enactment of the MDA, the FDA
deemed silicone-filled breast implants Class II devices, to be reviewed through a premarket
notification process. The devices could be publicly sold so long as manufacturers later provided
"reasonable assurance" of the products' safety and effectiveness. 21 U.S.C. §360e(d)(2). In 1988,
in response to growing safety concerns, the FDA re-classified breast implants as Class III

devices. Upon final publication of the FDA’s new regulations in 1991, manufacturers were
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required to obtain PMA for new silicone gel-filled breast implants.

16.

Through its PMA process, the FDA engages in scientific evaluations of the safety

and effectiveness of Class III medical devices. The FDA considers Class III devices to create the

greatest risk to human safety, necessitating the implementation of special controls, including the

requirement to obtain PMA under 21 U.S.C. §360 prior to marketing the product to the public.

17.

A PMA application must contain certain information which is critical to the

FDA's evaluation of the safety and efficacy of the medical device at issue. A PMA and/or PMA

Supplement application must provide:

a.

b.

18.

Proposed indications for use;

Device description including the manufacturing process;

Any marketing history;

Summary of studies (including non-clinical laboratory studies, clinical
investigations involving human subjects, and conclusions from the study that
address benefit and risk;

Each of the functional components or ingredients of the device;

Methods used in manufacturing the device, including compliance with current
good manufacturing practices; and

Any other data or information relevant to an evaluation of the safety and
effectiveness of the device known or that should be reasonably be known to the
manufacturer from any source, including information derived from investigations
other than those proposed in the applicatioﬁ from commercial marketing
experience.

Where Conditional Premarket Approval ("CPMA") is granted, a device marketed

by a manufacturer which fails to perform any requirements of the CPMA is considered to be




adulterated under §501 of the FDCA and may not be further marketed.

19.  In January of 1992, the FDA announced a voluntary moratorium on silicone gel-
filled breast implants, requesting that the manufacturers stop supplying them and that surgeons
stop implanting them while the FDA engaged in a further review of the devices’ safety and
effectiveness. In April of 1992, the FDA determined that insufficient data existed to support
PMA for silicone breast implants. From that time, use of the devices in the United States was
limited to reconstruction and revision patients.

20. In December of 2003, Mentor submitted another PMA for its MemoryGel
Silicone Breast Implants. On or around November 17, 2006, the PMA was granted, marking the
first time in fourteen years that the devices were available for augmentation.

21.  In connection with the 2006 approval, Mentor was required to conduct six post-
approval studies, and was required to address specific issues which had not been encompassed
by the PMA and the clinical trials. The studies required as conditions of approval are described
by the FDA as follows:

. Core Post-Approval Studies (Core Studies)— To assess long-term clinical

performance of breast implants in women that enrolled in studies to support

premarket approval applications. These studies were designed to follow women
for 10 years after initial implantation.

. Large Post-Approval Studies (Large Studies) — To assess long-term outcomes and
identify rare adverse events by enrolling more than 40,000 silicone gel-filled
breast implant patients, following them for 10-years.

. Device Failure Studies (Failure Studies) — To further characterize the modes and
causes of failure of explanted devices over a 10-year period. '

o Focus Group Studies — To improve the format and content of the patient labeling.
. Avnual Physician Informed Decision Survey (Informed Decision Study)— To
monitor the process of how patient labeling is distributed to women considering

silicone gel-filled breast implants.

. Adjunct Studies — To provide performance and safety information about silicone
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gel-filled breast implants provided to U.S. women from 1992-2000, prior to
approval, when implants could only be used for reconstruction and replacement of
existing implants.

22.  Primary responsibility for timely and accurately communicating safety
information related to the medical devices rests with the manufacturer, which has superior and
often exclusive access to such information, including post-market complaints. This primary
reporting obligation instills in the manufacturer a duty to vigilantly monitor all reasonably
available information, to closely track clinical experiences, and to fully and promptly report to
the FDA, the healthcare community, and consumers. The manufacturer must also precisely
monitor its own manufacturing and quality control processes, and its market representations and
warranties.

23.  These duties establish that time is of the essence for Mentor when reporting on
adverse events. Delayed reporting will prevent the healthcare community and the public from
timely learning of risks which must inevitably play a part in their decision-making regarding
treatments and procedures.

24.  Mentor’s obligations after the PMA included, but are not limited to:

a. Reporting to the FDA information suggesting that one of the Manufacturer's
devices may have caused or contributed to a death or serious injury, or has
malfunctioned and would be likely to cause death or serious injury if the
malfunction were to recur [21 CFR §§803.50];

b. Monitoring the product and reporting to the FDA any complaints about its
performance and any adverse health consequences that are or may be attributable
to the product [21 CFR §814];

c. Submitting a PMA supplement for any listed or material changes to the product

[21 CFR §814.39];




d. Establishing and implementing a quality policy which all aspects of the
manufacturer’s operations must meet [21 CFR §820.20];

e. Establishing and maintaining procedures for validating the device design,
including testing of production units under actual or stimulated use conditions,
and creation of a risk plan and conduction of risk analyses [21 CFR §820.30];

f. Documenting all Corrective Action and Preventative Actions taken by the
manufacturer to address non-conformance and other internal quality control issues
[21 CFR §820.100];

g. Establishing internal procedures for reviewing complaints and event reports [21
CFR §§820.198, 820.100, 820.201;

h. Establishing Quality Management System (QMS) procedures to assess potential
causes of quality problems, including non-conforming products [21 CFR
§§820.70 and 820.90];

1. Reporting on Post-Approval Studies in a timely fashion [21 CFR §814.80]; and

J- Advertising the device accurately and truthfully {21 CPR §801].

25. Mentor failed to fulfill these obligations, and but for such failure, Plaintiff’s
injuries would not have occurred.

26.  Under applicable common law, Mentor had a duty to exercise reasonable care in
adequately warning Plaintiff and/or Plaintiff’s treating medical professionals about the dangers
of Mentor's MemoryGel silicone breast implants, and about adverse events of which Mentor
became aware. Also under the common law, Defendant had a post-market duty to monitor and
report adverse events and risks associated with the device. Despite having knowledge and
possession of evidence showing that the use of Mentor MemoryGel silicone breast implants was

dangerous and likely to place consumers' health at serious risk, Mentor refused or recklessly




failed to disclose and warn of the health hazards and risks associated with the product, and about
adverse events which were known to Mentor. Instead, Defendant marketed, advertised and
promoted the product while at the same time refusing or recklessly failing to monitor, warn, or
otherwise ensure the safety and efficacy of users of the MemoryGel devices.

27. Mentor had a duty to revise its product labeling after becoming aware of
otherwise undisclosed dangers in its MemoryGel products. Mentor refused or recklessly failed to
do so.

28. At all material times, Mentor was required to promptly report any information
suggesting that one of its devices may have contributed to a serious injury, or had malfunctioned
and the malfunction would be likely to contribute to a serious injury if it were to recur.

29.  The FDA publishes the adverse events in a public, searchable Internet database
called MAUDE and updates the report monthly with "all reports received prior to the update."
The general public, including physicians and patients, may use the MAUDE database to obtain
safety data on medical devices.

30.  As described above, the 2006 approval of Mentor’s MemoryGel Silicone Breast
Implants required Mentor to perform several different studies in connection with its products.

a. Core Post-Approval Study

D 1008 patients were enrolled in the Mentor Core Study, which was to continue
until all patients had completed their 10-year evaluations, in order to assess the
long-term clinical performance of the Mentor devices. Mentor was required to
collect data at least through physicians’ annual examinations. During the period
of the Core Study, changes to the post-approval process included the addition of a
requirement that all patients without MRIs should have MRIs at years 6, 8, and

10, and all patients who were explanted without replacement were to be evaluated
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through 10 years. Mentor was also required to update its patient and physician
labeling to reflect the findings of the 5 and lO-yeér Core Study and to report to the
FDA significant new information regardless of when the information became
available.

Nine years post-implant, the Core Study follow-up rate was no more than 59
percent.

In addition, while the FDA required evaluations through 10 years, the report
schedule illustrates that reporting was only done for six years. The reported
findings of the Core Study lack statistical reliability in the sub-groups (cohorts)
which are called: primary augmentation, revision augmentation, primary
construction, and revision reconstruction.

In the primary augmentation cohort, Mentor reported the reasons for reoperation
in only 36% of the samples, and did not disclose why only about one-third of the
sample was included in this aspect of the study.

In the revision augmentation cohort, the reoperation rate was 43%. Mentor
reported tﬁe most common reason for reoperation, which was capsular
contraction, at 30.4%. Mentor failed to disclose other significant reasons why
women in this category needed reoperation.

In the primary construction cohort, Mentor reported reoperation rates at 49%.
Mentor reported that of that group, 53% needed reoperation because of
asymmetry, capsular contraction, rupture, and breast mass. Mentor failed or
refused to document the reasons the remaining 47% of patients in this category
needed reoperation.

In the revision reconstruction cohort, reoperation was performed on 50.7% of the
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women surveyed. The most frequently reported reasons were capsular contraction
and breast mass, totaling 36% of reoperations. Other reported reasons, including
connective tissue, neurologic disorders and gel bleed were downplayed even
though they were significant given the small sample studied.

Large Post-Approval Study

Mentor’s Large Study was to be consistent with a protocol submitted to the FDA
by Mentor on September 26, 2006. The protocol required patient enrollment
within 90 days of issuance of the PMA. The Large Study was separate from the
Core Study and was to include 900 Mentor silicone gel patients and 1,000 saline-
filled breast implant patients as the control group. The purpose of the Large Study
was to address specific issues which the Core Study was not designed to fully
address, including a real-world assessment of long-term local complications, such
as comective tissue disease (CTD), CTD signs and symptoms, neurological
disease, neurological signs and symptoms; offspring, reproductive and lactation
issues; cancer rates, suicide, mammography issues, rupture results, and MRI
compliance. Data was to be collected through annual patient questionnaires
completed via the Internet, mail or telephone. The Large Study also required
physician evaluations at years 1,4,6,9 and 10, to collect data on complications.
Mentor was required to update its patient and physician labeling to reflect the 5
and 10-year Large Study findings, as well as at any other time, if necessary to
report significant new findings or information.

At the outset, 41,451 patients were enrolled, over 500 patients fewer than the
PMA requirements. Of those patients, 113 did not provide important information.

At year three, Mentor’s overall follow-up rate was only 21%, with no data
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obtained for 79% of the patients. At year seven, the rate had declined to 20.1%
(8,331 participants), leaving 79.9% of the desired statistics unavailable for
evaluation. With such a high rate of non-follow-up, Mentor’s study failed to even
arguably demonstrate that Mentor’s MemoryGel Silicone Breast Implants were
performing safely. The impact of Mentor’s under-reporting is made even worse
by the fact that the study was to include a reason for reoperation which was
previously unevaluated — MRI results for rheumatologic or neurological
symptoms.

In addition to Mentor’s follow-up rate of only 21% at three years and 20% at
seven years, Mentor reported no follow-up rate at all at ten years.

Device Failure Post-Approval Study

In order to ascertain the reasons for and frequency of device failure, the FDA
specifically required that "Mentor must continue preclinical studies to
characterize the long-term modes and causes of failure of explanted retrieved
devices for the 10-year duration of the large post-approval study." This study was
designed to address several specific issues: "(1) further evaluation of iatrogenic
failures to address issues...; (2) the characterization of when surgical instrument
damage occurs; (3) further evaluation and characterization of failures due to
localized shell stress; and (4) any correlation between surgical factors (e.g.,
incision size) and device rupture." Mentor was also required to update its patient
and physician labeling to reflect any relevant findings from this study.

Mentor's Device Failure Study report of summary findings to the FDA did not list
sample size, did not provide results or findings (no clinical data and no visual

inspection data), did not provide safety data or findings, did not provide
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recommendations for follow-up on any data, and did not list any changes to
labeling.

For the Device Failure Study, Mentor merely filed a skeletal report with minimal
information to create evidence that it was following reporting protocol, even
though it was not doing so in substance.

Focus Group Post-Approval Study

Mentor’s Focus Group Study was intended to encompass augmentation and
reconstruction patient groups. An independent group was to obtain responses
from patients on the adequacy of the format and content of the approved labeling.
Upon completion of the Focus Group Study, Mentor was to provide a report of
the findings and a revised patient and physician labeling based on those findings.
Mentor used only 35 women to evaluate how its universe of patients understood
Mentor’s safety and labeling brochures. Among the infinitesimal focus group,
some respondents concluded that the true purpose of the brochure was to protect
Mentor, rather than to inform patients about the risks of breast implant surgery.
Respondents reported that the label information did not help them understand the
risks and complications associated with breast implants. Respondents also felt the
brochure did not provide information on the benefits of breast implants and did
not acknowledge the deeply personal benefits of body image and self-esteem,
especially for women who had lost their natural breasts to cancer.

The recommendations for labeling changes included adding information clearly
describing differences between restoration, replacement, reconstruction, and
revision early in the main body of the brochure; adding information on potential

complications based on the likelihood of occurrence; providing more information
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about benefits; and providing more qualitative information to help women make
more informed decisions. Despite the long list of recommendations for labeling
changes, nothing further was done.

Informed Decision Post-Approval Study

The Informed Decision Study required Mentor to distribute its approved patient
labeling to all physicians intending to use the silicone gel products. Both the
physician and the patient were intended to sign designated sections in order to
best assure that each patient had obtained the labeling sufficiently in advance of
surgery to read it and understand the risks and other information associated with
the Mentor device. Mentor was to conduct the survey by randomly selecting 50
physicians on an annual basis, collecting the results, and providing a summary of
the findings to the FDA. In addition, Mentor was to provide training on this
process as part of its physician training program.

The summary of findings filed by mentor did not list the sample size of patients
enrolled. It provided insight for only oﬁe year (2011) and disclosed little
information which might have been helpful. For example, the report did not
disclose the efforts which went into the survey, or which points were assessed.

Adjunct Post-Approval Study

The final study which was imposed by the FDA as a condition of product
approval was the Adjunct Study, for which Mentor was to continue prior efforts.
The study was originally designed to serve a public health need for reconstruction
and revision patients, but in light of the PMA the study was revised so that
Mentor was required to: (1) cease new patient enrollment into the study, and (2)

continue to follow up on currently-enrolled Mentor Adjunct Study patients
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through five years. The data from the follow-up study was to be reported as part
of Mentor’s annual PMA reports.

2) In addition to addressing the health needs of reconstruction and revision patients,
the study was to gather data regarding short-term implant complications. After
completion of the study, Mentor reported on only 36.8% of the patients in the
reconstruction cohort; 49.7% revision- reconstruction cohort; and approximately
33% of the revision-augmentation cohort. Ultimately, Mentor blamed its under-
reporting on "poor patient compliance.”

31.  The objective of all six of these studies was long-term safety. Mentor’s poor

follow-up rates and inadequate data confirm Mentor's reckless disregard for this objective.
Halfway through the ten-year prospective post-marketing studies mandated by the FDA, well
over 50% of the 80,000 women in the study groups were dropped or otherwise eliminated from
‘the studies. Of the patients who were accounted for, significant numbers reported systemic
ailments which could only be attributed to gel bleed introducing known toxins including silicone,
heavy metals and chemicals into their bodies. Mentor was aware, or should have been aware, that
the gel contained chemicals and metals toxic to the human body and was prone to seep into
women’s bodies, but Mentor refused or recklessly failed to report this information to the FDA,
and to thus warn Mentor’s patients of the grave threat presented by Mentor’s devices, and of
patient negative patient experiences and events of which Mentor was aware.

32.  Upon information and belief, a Mentor chemist of 15 years reported to the FDA
that Mentor’s implants are more likely to break than the company had reported. It has also been
reported that the 13 silicone is more likely to leak, even when the implants are intact and that
platinum used in the implants is more dangerous than reported. Mentor knew of these risks

associated with its implant devices, but covered up the information by terminating studies,
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