
 
 
 

 
 

May 3, 2002. 
 
By Fax and Regular Mail 
The Honorable Tommy Thompson 
Secretary 
U.S. Department of Health and Human Services 
200 Independence Avenue, S.W. 
Washington, DC 20201 
 

Re: Finalization of Proposed “Premarket Notice Concerning  
Bioengineered Foods” Rule.                                            

 
Dear Secretary Thompson: 
 

Genetic engineering (“GE”) of food crops is a controversial technology, in part because it 
allows biotechnology companies to add new substances to, or otherwise make significant changes 
in, the composition of foods.  The federal government’s oversight of those crops, however, is 
inconsistent, resulting in inadequate assurance of the food-safety of GE foods and diminished 
consumer confidence in such foods.  Over fifteen months ago, FDA proposed a mandatory 
premarket notification process for bioengineered foods (“PBN Rule”).  That proposed rule is an 
initial step by FDA to begin to rectify some of the problems with its current oversight of those 
foods.  The undersigned parties call upon you to finalize that rule as soon as possible and no later 
than the end of this fiscal year.   
 

Currently, the FDA does not formally approve any GE crops – such as herbicide-tolerant 
soybeans, corn, and cotton – as safe to eat.  Instead, the FDA has only a voluntary process to 
review safety data provided by seed companies to ensure compliance with existing laws.  Thus, 
the current system allows a company to market its crop if it believes the food is safe and requires 
the FDA to prove that a crop is unsafe before it could be taken out of commerce.  That process 
does not ensure the safety of GE foods offered for sale in the U.S.  In addition, it undermines 
public trust in the integrity of our food safety system not only to protect us against possible 
threats from biotechnology but to address other food safety problems.  In contrast, the 
Environmental Protection Agency (“EPA”) has a mandatory process for approving the safety of 
pesticidal substances engineered into crops, and FDA has a nascent mandatory process for 
approving GE food animals (such as the fast-growing salmon).   
 

To rectify the regulatory gap for GE food crops, FDA should immediately ask Congress 
to amend the Federal Food, Drug, and Cosmetic Act so that all biotech foods go through a 
mandatory premarket approval process and should work for its speedy enactment.  A legislatively 
authorized mandatory approval process is the only sufficient method of providing strong 
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assurances of safety to farmers, consumers, the environment, and the seed/food industries.  
 

While it is vital to pass new legislation providing adequate regulatory authority, FDA 
should take the limited action now available to the agency.  FDA should finalize its proposed PBN 
Rule, which would at least improve upon the current voluntary consultation process.  It mandates 
notification prior to marketing of GE crops and, importantly, provides a relatively transparent 
review process.  As proposed, the PBN Rule would provide the public with information about GE 
crops being reviewed at FDA, making information available once the developer initially contacts 
the agency.  The public comment period for the proposal ended one year ago today, and finalizing 
the rule should not be controversial.  Along with the undersigned organizations, the rule has 
support in the biotechnology and food industries and has not been challenged as overreaching, 
unnecessary, or burdensome.   

 
FDA’s current program priorities list states that the PBN rule will not be completed in this 

fiscal year but will be a priority for completion sometime in FY 2003.  The public should not have 
to wait two or more years for finalization of a non-controversial food-safety rule that addresses 
such an important issue.  This past year two products (including the controversial Bt corn 
rootworm product from Monsanto) were reviewed by FDA without the additional procedural and 
substantive safeguards of the PBN process and we envision that other products will be developed 
and marketed in the coming year.  Therefore, we call upon you to finalize the rule by September 
30, 2002, which is approximately seventeen months after the public comment period ended and 
twenty months after the rule was proposed. 
 

 
 
 

Gregory Jaffe      Carol Tucker Foreman 
Director, Biotechnology Project   Distinguished Fellow and Director 
Center for Science in the Public Interest  Food Policy Institute 
1875 Connecticut Ave. N.W. #300   Consumer Federation of America 
Washington, DC 20009    1424 16th Street, N.W. Suite 604 

Washington, DC 20036 
 

 
 

Rebecca Goldburg     Margaret G. Mellon 
Senior Scientist     Program Director 
Environmental Defense    Food & Environment Program 
275 Park Avenue South    Union of Concerned Scientists 
New York, NY 10010     1707 H Street, N.W. Suite 600 

Washington, DC 20006 
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Margaret M. Wittenberg    Carolyn Brickey 
Vice President      Executive Director 
Governmental & Public Affairs   Institute for Environment and 
Whole Foods Market, Inc.    Agriculture 
601 N. Lamar, #300     7370 S. Cactus Thorn Lane 
Austin, TX 78703     Tucson, AZ 85747 
 

 
cc: Lester Crawford  

Daniel Troy 
Joseph Levitt 
John Graham 

 
 

 
 


