FDA/CDRH Epidemiol@ggnd Round®ogram, May 18,2017
Overview of TMD and

History of TMJ Replacement

Terrie CowleyPresident & Cefounder
The TMJ Association, Ltd.

www.tmj.org

\ n -/ National Institute of Dental

| . ANy and Craniofacial Research

/ \ : . o SERVICE ",

or Devices / ~\ T ‘?,
gical Health \J iy

AHRQ

Agency for Healthcare Research and Quality
] l

vancing Excellence in Health Care * www.ahrq.gov



The TMJ Association

A A non-profit patient advocacy organization

A Mission is to improve the quality of health
care and life for everyone affected by TMD

A Founded in 1986 based in Milwaukee, WI
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Manifestation of TMJ

Stylomandibular Ligament

Gonial Angle

Same conditions
that affect other
joints in the body
affect the TMJ
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TMD Does Not Exist Alone

Interstitial

Cystiis Chronic TMD is a complex
'ggﬁ'f Vulvodynia medical conditioni a
Syndrome multisystem disorder with
overlapping comorbidities
mediated by genes, sex,
age, behavioral,
environmental/epigenetic
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TMD Does Not Exist Alone

Approximately 36 million Americans have
some degree of TMD. The majority are
women in their child bearing years.




TMJ Treatments

There are a multitude of treatments available
to TMD patientsi most without scientific
evidence of safety or efficacy.

"here Is not one drug or biologic labeled for

"MD.

A 1992 study estimated the annual cost of
TMJ treatments to be $32 billion. . Fricton et a. 1992)

The TMJ Association, Ltd



Interpositional Implants

Throughout the 1980s two materials
were used to replace the disc between
the skull and jaw bone.

A Dacron reinforced Silastic Sheeting
(Dow Corning)

A Telfon coated Proplast (PTFE) Vitek

The TMJ Association, Ltd.



Some Implant Reactions

A Open communication to the brain

A Numerous new medical conditions

A Inflammatory and/or immunological responses
A Foreign body giant cell reactions

A Severe reactive synovitis, bone resorption

A Silicone-related lymphadenopathy

A Avascular necrosis of the condyle and condylar
neck = severe changes in occlusion

A Severe pain
A Swelling

The TMJ Association, Ltd.



PTFE o Silastic

A FDA recalled Vitek implant in 1990 and
seized all products.

A Vitek President moved patents off shore,
fled to Switzerland, and resumed
business.

A FDA became responsible for conducting
Its very first recall.

A 1993 Dow Corning discontinued labeling
Silastic sheeting for TMJ trismus. Still

used off label. W
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travel and rising fuel prices from
the Middle East crisis.

.Harley-DaVIdson recalls bikes

E Harley-Davidson Inc., the na-
#ion’s lone motorcycle manufac-
"turer has recalled 43,000 motorcy-
5:les because of a brake caliper
sdefect that could cause front
é’wheels to lock while driving.

% Models affected are all of the
$FXR and XLH cycles sold between
#1987 and 1990, the National High-
“way Traffic Safety Administration
#said.

n The problem is that the upper
=mounting bolt on the calipers

: ﬂmight fracttlre, while the motorcy-

=cle is in use. If that happens, the

.".‘front brakes would remain" func- -

iitional, but a “bushing could move
Sout of position and into the front
¥spokes, causing the front wheel to
zlock up, the agency said.

-5 Anyone owning one of the mo-

f!torcycles should: ‘take it to any
‘*Harley dealer for repair.

~ Harley spokesman Dan Kleinen-

:'-cic estimated the recall would cost.

2$150,000 and said the company
=was unaware of any. uuunes re-

' -qlated to the defect.
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Jaw implants

Implants used to treat a pamful
joint condition have been recalled
by the manufacturer, Vitek Inc. of
Houston because they may cause
bone degeneration.

The devices, marketed between

1983 and 1988, were used to treat-| - S

temporomandlbular -joint -syn-

drome. >~ commonly:. referred to as | -
TMJ — a condition..of the joint |
connecting the jaw bone and skull. |

- Anyone ‘who has- or’.thinks he |.
may ‘have one ‘of these so<called |-
interpositional ‘implants ‘should |
contact the dentist who performed | -
the surgery, the Food and Drug‘ -

Administration said.

“The implants were made w1th a
Teflon composite coating that can
break down under pressure, pro-
ducing ‘particles :that - cause “the .

body to reject them; the FDA said.
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sLOBE READER’S TALE OF TRUE CuuRAGE —

—_—

fel-artist Amy Marks, 38, had surgery to
ace A joint in her jaw. But the Teflon-based
lant shattered, and so did her life. After .

1y 30 operations, Amy remains disfigured © 1951 Dove Jomes & Compony, . A8 Righo Rexrved

in gut-wrenching pain. Here is her story. ——
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TMJ Total Joint
Devices

1999 FDA approves TMJ
Concepts device

2001 FDA approves TMJ
Implants, Inc. device (MoM)

2002 FDA approves
Biomet/Walter Lorenz device
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