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ñWhere all the men are strong, the 

women are good lookinô and the 

children are above averageò 

Lake Wobegon 

 
 



Ralphôs Pretty Good Grocery Store 

Lake Wobegon Lutheran Church 

Our Lady of Perpetual Responsibility Catholic Church 

The Sons of Knute 

Bunsen Motors 

The Chatterbox Cafe 

First Ingqvist State Bank 

The Mist County Fair Hay Jump 

The Pee Tree 

 

Lake Wobegon 
Home of such things as: 

 











An update on what is 

happening politically with 

FDA and Congress 

 
   

RECENT DEVELOPMENTS:  

The FDA and the 510(k) program 

are political footballs 
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The FDA is under siege from 

certain individuals from within 

the medical community 
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The FDA is under siege  

by the media 

New York Times Series:   

ñThe Evidence Gapò 

ñBut critics say what Congress intended as a way to let simple devices 

quickly enter the market has expanded so much that even critical therapies 

are cleared without enough research.ò 

ñBut defenders of the FDA process, including the officials in charge of it, 

argue that tighter gate-keeping could deprive patients of promising 

alternatives.  And they contend most new medical devices introduced each 

year involve minor modifications to mundane items like thermometers.ò 
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. .. the General Accounting Office gets involved . . .  
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New York Times 

criticism of CDRH  

and 510(k) clearances; 

Dan Schultzôs reply 
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ñIndividual reviewers canôt decide on their own what the review 

standards are for each submissionéThat is not the way the 

program works.  It has to be administered in a fair way.  

Otherwise, as a regulatory agency, FDA would be arbitrary and 

capricious.ò     

--Miriam Provost, Former ODE Director for Science and Engineering Review, 

CDRH, FDA  
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The 

 ReGen 

controversy 
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éand FDAôs own 

employees go  

to Congress 
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. . . and to President Obama 

ñThe purpose of this letter is to draw your attention to  

the frustration and outrage that FDA physicians and scientists, public 

advocacy groups, the press and the American people, have repeatedly 

expressed over the misdeed of FDA officials.ò 

é 

ñésweeping measures are needed to end the systemic corruption and 

wrongdoing that permeates all levels of FDA and has plagued the 

Agency far too long.ò 
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CDRH Director Dan Schultz  

Resigns Under Pressure . . . 
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Commissioner Hamburg: ñthe device unit was óclearly 

troubledô and it was immediately clear to her that big 

changes were in order.ò  
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New FDA Administration requests  

Institute of Medicine  (IOM)  

to review  

510(k) Program 
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Internal CDRH  

Memo, ñChange is in 

the air for 510(k)ò 



Another FDA 
hearing  

February  9, 2010  
on Using New 

Science in  
Clearances and 

Approvals 


