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Speaker Disclosure

Views presented are those of the
speaker and do not reflect official FDA, DHHS
or other government opinion or policy.

| have no real or apparent conflicts
to disclose

Any mention or representation of a particular
device is for educational purposes only
and does not convey endorsement of that
device.

| am however, a federal
employee...
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Overview







Medical Device Technologyﬂ

1,700 types of medical devices within 16 medical device specialties
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Medical Device Developmerﬂ

The Total Product Life Cycle
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CDRH
Health of Women Program
Origin

The CDRH Health of Women Program is
charged to:

Becauseof the steadily growingimportance
A otseloand genderspecifieissuesarising in
perfregantstoomedidaltechnotogy; women

designand development,
A ImpreyisARHEIHBS] S AN Gikerion of
sexigRefteRRIfGslatRdon s aafe and

effective use of medical devices
CDRH formalized the creation of the

A develqpand spplementnaies health

science and medical programs, strategies
and initiatives across CDRH
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plY U.S. FOOD & DRUG

ADMINISTRATION

Evelr%1 Cell Is Sexed LEver Person is Genderec
What implication does this have for'the performance of every

medical device and diagnostic in the health care for both
women and for men?
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Estrogen Signaling in the Heﬂ
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Cardiovascular Disease

INn women

L

Single segmentaitenoses Diffuse disease or multiplgtenoses
Suitable for angioplasty Not appropriate for angioplasty

PRESSURE
|

PRESSURE

Gould KL, 1999
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- -
Cardiovascular Disease

INn women

Women with coronary disease do not get the 90% lesio li

but get 3040%

In lieu ofcracking

W

Dysynchronys different
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