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FDA and Public Health 

 

 

 

 

 

 

òThe ultimate measures of the FDAõs success should 
reflect its fundamental goals and go beyond such 
intermediate measures as the number of facilities 
inspected or drugs approved.ó 
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Risk-Based Paradigm 
Medical Device Classes:  

 

 

Class I  

General Controls  

Most exempt from 
premarket submission  

 

Class II  

Special Controls  

Premarket Notification 
[510(k)]  

 

Class III  

Premarket 
Approval  

Require Premarket Application [PMA]  

Additional Classification:  
 

De Novo  

Device "types" that 
have never been 
marketed in the U.S., 
but whose safety 
profile and technology 
are now reasonably 
well understood  

 

 

Humanitarian Device 
Exemption (HDE)  

  Devices for orphan diseases intended 
to benefit patients in diagnosis and/or 
treatment of disease or condition 
affecting or manifested in fewer than 
4,000 patients per year in the United 
States  



4 4 

PMA 

ÂHigher risk devices  

ÂEstablish reasonable assurance of safety and 

effectiveness 

Â  Bench - Animal - Human 

Â  Similar to new drug approval process 
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FDA Device Approval: Critical Issues 

1. Pre-clinical Testing 

Â Are bench and animal studies acceptable? 

2. Pivotal Trial ð  

Â Design: Minimize bias and confounding 

Â Execution: Minimize amount of missing data 

Â Analysis: Rule out chance (i.e., several prospectively chosen, 
clinically relevant hypotheses with plan for alpha allocation)  

Â Have clinically meaningful results been clearly demonstrated? 

3. Manufacturing  

ÂCan device be built safely for commercial distribution? 

4. Is the Device Label truthful and accurate? 

 

 


