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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. 

 

I 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. 
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employee... 
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Overview 

www.fda.gov  

CDRH 101 

CDRH Health of Women Program 

Observed Sex Differences in Devices 

CDRH Research Spotlights 



As a science-based regulatory entity, it is 
the principle mission of CDRH to assure 
that patients in the U.S. have timely access 
to: 

Å safe, effective, and high quality medical 
devices 

Å accurate medical diagnostics 

Å safe radiation emitting products 

Mission 

www.fda.gov  4 
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Medical Device Technology 

. 
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www.fda.gov  

1,700 types of medical devices within 16 medical device specialties 
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Medical Device Development 
The Total Product Life Cycle 
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The CDRH Health of Women Program is 
charged to: 

 

Å explore unique issues related to the 
performance of medical devices in women 
 

Å improve analysis and communication of 
sex/gender-specific data for the safe and 
effective use of medical devices 
 

Å develop and implement major health 
science and medical programs, strategies 
and initiatives across CDRH 

CDRH  
Health of Women Program 
Origin 

Because of the steadily growing importance 
of sex- and gender-specific issues arising in 

regards to medical technology, 
design and development, 

clinical trial design, and other 
medical device-related matters, 

 

CDRH formalized the creation of the 
Health of Women Program 

www.fda.gov  



What implication does this have for the performance of every 
medical device and diagnostic in the health care for both 

women and for men? 

www.fda.gov  

Every Cell is Sexed | Every Person is Gendered 
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Estrogen Signaling in the Heart 

www.fda.gov  
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Cardiovascular Disease 
in women 

Single segmental stenoses 
Suitable for angioplasty 

Diffuse disease or multiple stenoses 
Not appropriate for angioplasty 

Gould KL, 1999 

www.fda.gov  
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Dysynchrony is different 

Plaques erode 

In lieu of cracking 

Women with coronary disease do not get the 90% lesions 

but get 30-40% 

Cardiovascular Disease 
in women 

www.fda.gov  


