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· Reevaluate field interpretations of company good manufacturing practices;

· Restore consistency between product centers; field investigators;

· Bring Centers together;

· Reduce unduly conservative risk-adverse decision-making;

· Expedite and prioritize reviews; resources;

· Make hard decisions;

· Create certainty in chain-of-command; end internal leadership squabbles;

· Create confidence; certainty in marketplace; and

· Reshape and more clearly define the Agency for the benefit of the public and regulated industry.


Since FDA has an essential role to play in protecting the American consumer from all threats of bioterrorism, and otherwise protecting the public health, we believe that installing a national leader to head the Agency should be one of the highest priorities of the Administration and the Congress.  The Sections and our food and drug committees are available to provide any support or guidance that would be helpful in completing this process.


Thank you for your consideration, and for your continued support.


Best regards.






Sincerely,








[image: image2.jpg]



Harold S. Barron

Chair, ABA Section on Business Law
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William Funk






Chair-Elect, ABA Section of Administrative Law and 






Regulatory Practice

enclosures

cc:
Marc J. Scheineson, Esq.


I. Scott Bass, Esq.


Nick Littlefield, Esq.


Joel Hoffman, Esq.


Dr. Mark McClellan


Dr. Lester Crawford


Paul Kim, Esq.
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September 26, 2002





The Honorable George W. Bush


President of the United States


1600 Pennsylvania Avenue, N.W.


Washington, D.C. 20500





The Honorable Edward M. Kennedy


Chairman


Committee on Health, Education, Labor and Pensions


United States Senate


644 Dirksen Senate Office Building


Washington, D.C. 20510








Dear Mr. President and Mr. Chairman:





	The Sections of Business Law and of Administrative Law & Regulatory Practice of the American Bar Association (ABA) have each voted to recommend to the President and to the Chairman of the Senate Committee on Health, Education, Labor and Pensions, that action be taken regarding the appointment of a Commissioner of Food & Drugs.  Please note that these views are being presented only on behalf of the Sections of Business Law and of Administrative Law & Regulatory Practice.  They have not been approved by the House of Delegates or the Board of Governors of the American Bar Association and should not be construed as representing the position of the American Bar Association. 





	The resolution adopted by our two Sections reads as follows:





RESOLVED, that the Sections of Business Law and of Administrative Law & Regulatory Practice of the American Bar Association encourage the Administration to nominate immediately a qualified and experienced candidate to become Commissioner of Food and Drugs in order to assist the Agency in achieving its mission to protect and promote the public health.





FURTHER RESOLVED, that the ABA encourages the leadership of the United States Senate and the Senate Committee on Health, Education, Labor and Pensions to promptly: (a) review the nominee’s qualifications, (b) schedule a confirmation hearing, (d) vote on the nomination, and if the nominee is deemed qualified; (e) move the nomination to a floor vote.





The Sections make this recommendation because the expeditious nomination and confirmation of a qualified FDA Commissioner will meet the following important objectives:





Restore leadership; direction; innovation to FDA;


Establish accountability;


Upgrade FDA representation in senior Administration policy circles;


Strengthen employee morale; confidence; dedication; retention;


Create legitimacy;








