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     November 13, 2003 
 
 
Dr. Joseph Levitt, Director 
Food and Drug Administration 
Center for Food Safety and Applied Nutrition 
5100 Paint Branch Parkway 
College Park, MD 20740 
 
Dear Dr. Levitt, 
 
 The Center for Food Safety and Applied Nutrition (CFSAN) is currently conducting a 
voluntary consultation with Monsanto for its next major genetically engineered crop, Roundup 
Ready glyphosate tolerant wheat (RR wheat).  The introduction into the food supply of that new 
crop will likely receive considerable public scrutiny because wheat is regularly consumed in a 
minimally processed form by the public, while other already marketed GE crops (corn and 
soybeans) are primarily used for animal feed.   
 

To ensure that RR wheat is safe for human consumption, the Center for Science in the 
Public Interest (CSPI) has conducted a scientific review of the state-of-the-art risk assessment 
techniques available for food-safety issues that might be presented by RR wheat.  The results of 
that analysis are contained in the attached report entitled “Roundup Ready Wheat – An Overview 
Based on Advancements in the Risk Assessment of GE Crops.”  In that analysis, we conclude 
that there have been a number of improvements in risk assessment testing that, if adopted by 
FDA and carried out for RR wheat by Monsanto, would decrease the likelihood of any food-
safety risk.  Therefore, I hope that FDA will incorporate our analysis both into its review of the 
safety information submitted by Monsanto on RR wheat and into any guidance it provides to 
industry on how a state-of-the-art risk assessment should be conducted for a GE crop. 

      
After completing our RR wheat report, CSPI received from FDA Monsanto’s voluntary 

consultation submission on RR wheat.  Monsanto’s submission does use some of the most up-to-
date risk assessment procedures, such the use of the transgenic EPSPS protein in the wheat grain, 
as well as bacterial EPSPS, in its digestive stability allergenicity tests, and determining a 
substantial part of the sequence of the transgenic EPSPS protein.  However, Monsanto’s safety 
assessment has several serious shortcomings that relate to conclusions in the attached report.  
 

First, Monsanto’s allergencity assessment does not use the most current protocols, 
discussed in detail in the paper, which were developed by FAO/WHO with the participation of 
prominent U.S. scientists.  In particular, Monsanto does not, a) use the  allergen gene search 
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strategy developed by FDA scientist Steven Gendel, and endorsed by FAO/WHO, of 35% 
overall homology using a “window” of 80 amino acids; b) does not use the shorter and more 
inclusive six consecutive amino acids to identify specific allergen IgE binding sites (Monsanto 
uses eight amino acids); and, c) does not provide the methodology for the digestive stability 
assay that is needed to evaluate whether that important test was done properly (in the past, 
Monsanto has used excessively high digestive-enzyme levels that, as demonstrated by FDA’s Dr. 
T.J. Fu, could suggest that an allergen is non-allergenic).  FDA should request that methodology, 
especially pepsin and EPSPS concentrations, from Monsanto.  In general, Monsanto’s approach 
would more likely miss an allergen than the FAO/WHO approach. 

 
Along with the allergenicity testing that Monsanto does provide, Monsanto argues that 

the EPSPS protein has been consumed for several years in RR soybeans without apparent harm.  
However, as also discussed in the report, because non-GE soybeans are one of the major 
allergenic foods, an increase in allergenicity, unless dramatic, could easily go undetected in that 
background of non-GE soy allergy.  While we are not suggesting that that the EPSPS protein is 
an allergen (most likely it is not), CFSAN will be rightly seen as not adequately protecting the 
public health if it does not require a thorough allergenicity assessment.  We therefore 
recommend that CFSAN request that Monsanto subject the transgenic EPSPS to the FAO/WHO 
allergenicity protocols where it has not already done so.    

 
Secondly, Monsanto has not conducted whole food toxicity animal studies to address 

potential unintended adverse effects – a prominent concern of the public.  Instead, Monsanto has 
examined several specific constituents of wheat for unexpected changes, an approach that is not 
entirely satisfactory.  We discuss pros and cons of animal feeding studies in the enclosed paper.  
While whole food feeding studies have limitations and remain controversial, there are currently 
no better alternatives to providing added assurance of safety.  The feasibility for such studies was 
demonstrated by Monsanto itself (among others), which performed similar whole food 
wholesomeness studies with RR soybeans in several animal species (and which unfortunately are 
not applicable to RR wheat).  We, therefore, recommend that CFSAN request that Monsanto 
perform subchronic rodent feeding studies with adequate toxicity endpoints. 
 

To safeguard the public, CFSAN should thoroughly analyze Monsanto’s submission, 
ensure that it contains testing data consistent with international scientific standards, and then 
provide the public with its own analysis of the safety of RR wheat.    The public deserves to 
understand FDA’s thinking on the safety of this important crop (and other GE crops), and a 
thorough and accurate analysis by FDA would help reassure the public about the safety of RR 
wheat.   

 
 The RR-wheat consultation process provides an opportunity for CFSAN to assure the 
U.S. public about the safety of RR wheat by holding Monsanto responsible for conducting a 
thorough and up to date risk assessment.  To do this, CFSAN should adopt the most current and 
best risk assessment methods that have been developed with broad international scientific 
consensus in the past few years, and which we have addressed here and in the enclosed paper.   
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If you have any questions about this letter or the accompanying report, I would be happy 
to discuss them with you. 

 
 

Sincerely, 
    
 
 

Doug Gurian-Sherman, Ph.D. 
Science Director, Biotechnology Project 
1875 Connecticut Ave., NW 
Washington, DC  20009 
202-332-9110 ext. 377 

 
 
Enclosure  
 
cc: James Maryanski, L. Robert Lake 
 
 
 


