
 
 
 
 
19 September 2000 
 
Jane Henney 
Commissioner 
Food and Drug Administration 
Parklawn Building, Room 1471 
5600 Fishers Lane 
Rockville, MD 20857 
 
Dear Commissioner Henney 
 
By this letter the undersigned request that the Food and Drug Administration (“FDA” or 
“Agency”) immediately send a written request for recall, as outlined in the Agency’s regulations 
found at 21 C.F.R. Part 7,  to Taco Bell Corp., c/o Tricon Global Restaurants, 1441 Gardiner 
Lane, Louisville, KY 40213, and Kraft Foods Inc., c/o Philip Morris Companies, Inc. 120 Park 
Avenue, New York, NY 10017, for their action in the interstate sale, marketing and production 
of packaged Taco Bell® Home Originals® taco shells, UPC Code 28400 00417, and all other 
products containing such taco shells. See Attach. 1.  The recall is necessary because the product 
in question has been independently tested and found to contain residue of the plant-pesticide 
Bacillus thuringiensis subsp. tolworthi Cry9C (and the genetic material necessary for the production of 
this protein used) used in Aventis’ genetically engineered B.t. StarLink corn. As of today, the 
Environmental Protection Agency (EPA) has neither established a tolerance for the Cry9C plant-
pesticide nor approved an exemption from tolerance for the presence of Cry9C in food products 
directed to human consumption.  As such, the product is adulterated under the meaning of the 
Federal Food Drug and Cosmetic Act (FFDCA) and its presence in interstate commerce is clearly 
illegal. Should the [corporations] refuse to institute recall procedures as directed by the FDA,  the 
undersigned request that the Agency take action to prevent this adulterated product from 
reaching the public through enforcement actions such as civil penalties and/or seizure of the 
product. 
 
A. Regulatory Background on Cry9C and Aventis’ Genetically Engineered StarLink Corn.  
 
On April 10, 1998, acting on a petition received from Plant Genetic Systems (America), Inc. (later 
transferred to AgrEvo USA, and currently registered by Aventis Crop Science USA LP -- 
hereinafter “Aventis”) , the EPA established a temporary tolerance exemption from the 
requirement of a tolerance for residues of the plant-pesticide Bacillus thuringiensis subspecies 
tolworthi Cry9C protein and the genetic material necessary for its production in corn for feed use 
only; as well as in meat, poultry, milk or eggs resulting from animals fed such feed.  63 Fed. Reg. 
17687 (emphasis added) (creating 40 C.F.R. §180.1192).  This temporary 
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tolerance was made permanent on May 22, 1998.  63 Fed. Reg. 28258.  The May 22, 1998, action amended 40 C.F.R. § 
180.1192 to read as follows: 
 

§ 180.1192   Bacillus thuringiensis subspecies tolworthi Cry9C protein and the genetic material necessary for its production in corn; 
exemption from the requirement of a tolerance. 

 
The plant-pesticide Bacillus thurigiensis subspecies tolwothi Cry9C protein and the genetic material necessary for its production in corn is exempted 
from the requirement of a tolerance for residues, only in corn used for feed; as well as in meat, poultry, milk or eggs resulting from animals fed 
such feed. (emphasis added) 

 
On August 17, 1998, the EPA followed this tolerance exemption action by approving the pesticide product registration of 
Aventis’ StarLink Corn utilizing the Cry9C B.t. protein. 63 Fed. Reg. 43936.  This registration was recently extended through 
September 30, 2001. 65 Fed. Reg. 48701 (August 9, 2000).  Under these actions, Aventis’ genetically engineered StarLink 
Corn is legally allowed to be marketed, planted and introduced into interstate commerce for use in animal feed. 
 
On April 7, 1999, Aventis re-submitted a petition to the EPA seeking an exemption from the requirement of a tolerance 
residues of Cry9C on all raw agricultural commodities.  To date, this petition has not been approved by the EPA.  EPA has 
neither established a tolerance nor exempted from the setting of tolerance for the plant-pesticide Cry9C on all raw 
agricultural commodities.  Based upon concerns with the characteristic of the Cry9C protein, EPA has embarked a regulatory 
process to assess the potential allergenicity issues related to use of the Cry9C protein in food directed for human 
consumption. See 64 Fed. Reg. 71452 (December 21, 1999) (announcing assessment of Cry9C’s allergenicity and the use of a 
Scientific Advisory Panel to further analyze the matter).  An EPA assessment has found that the Cry9C protein is unique 
among B.t. proteins because in is heat stable and resistant to degradation in gastric juice and that these are the best available 
criteria known as to characteristics of proteins that are potential food allergens. As a result, the EPA’s Safety Assessment of 
StarLink Genetically Modified Corn, Containing the Truncated Bt insecticidal Protein for Cry9C for Human Use (MRID No. 
44714001) concluded that information and data on the potential for the protein to be assessed for allergenicity is 
“inconclusive or indicates that Cry 9C exhibits some characteristics of known allergens.” See, www.epa.gov. /oppbppd1/ 
biopesticides/ cry9c/ cry9c-peer_review.htm.   
 
The EPA’s conclusions concerning Cry9C have been supported by the EPA Scientific Advisory Panel assessing this matter. 
See, FIFRA Scientific Advisory Panel (SAP), Food Allergenicity of Cry9C Endotoxin and other Non-digestible Proteins, SAP 
Report No. 2000-01A (June 29, 2000) The SAP has stated that based on available data, there is no evidence to indicate 
whether Cry9C is or is not a potential food allergen. SAP Report at 8 .  Because of the concerns raised by both the EPA and 
its SAP,  the EPA has yet to approve the Cry9C for use in other than animal feed. These limitations in use are recognized by 
the manufacturer Aventis during its 29 February 2000 presentation to the EPA SAP and the company admitted that the 
product should not be presently reaching consumers.  Concerning human exposure data, Aventis stated, “since the protein is 
not commercially available in the diet there is no data to examine.”  Aventis, Andrew Cockburn “Expert Opinion Concerning 
Allergenicity Assessment of Cry9C Bacillus thuringiensis subspecies tolworthi Corn Plant pesticide for FIFRA Scientific 
Advisory Panel, February 29, 2000, at 37  
 
B.  Presence of Cry9C Protein in Food in Interstate Commerce 
 
Recently, the undersigned organizations tested Taco Bell® Home Originals® taco shells, UPC Code 28400 00417, for the 
presence of the Bacillus thuringiensis subspecies tolworthi Cry9C protein and genetic material necessary for it production. 
The testing was completed and confirmed by an independent laboratory based upon a recognized testing protocol. See 
Attach. 2.  The result revealed that Taco Bell® Home Originals® taco shells test positive for a 1% presence of the Cry9C 
protein.  See Attach.2 .  
 
C.  Violations of Law 
 
The presence of Cry9C protein in a food currently in interstate commerce is a violation of the FFDCA. As you know, under 
21 U.S.C. §346a(a)(1) when a pesticide residue tolerance or an exemption from such a tolerance has not been granted for a 
residue any food with such a pesticide residue is unsafe, and therefore adulterated under 21 U.S.C. § 342(a)(2)(B).  As 
described above, the EPA has neither established a tolerance nor exempted from the need for a tolerance Cry9C in raw 
agricultural products.  The existing tolerance exemption applies only to products used for animal feed, therefore, under 21 
U.S.C. §§ 346a(a)(1) and 342(a)(2)(B) the presence of Cry9C in Taco Bell® Home Originals® taco shells, UPC Code 28400 
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00417, and all other products containing such taco shells, render such products adulterated.  
 
Under 21 U.S.C. §331(a), introduction of an adulterated food into interstate commerce is an illegal act subject to, inter alia, the 
civil penalties provisions found in 21 U.S.C. § 333(f)(2) and the seizure provisions found in 21 U.S.C. § 334.  Accordingly, we 
request the FDA to act in the behest of the public and take following actions: 
 
(1) Immediately notify Taco Bell Corp., c/o Tricon Global Restaurants, 1441 Gardiner Lane, Louisville, KY 40213, and Kraft 
Foods Inc., c/o Philip Morris Companies, Inc. 120 Park Avenue, New York, NY 10017, of the agency’s request that the 
corporations institute an immediate recall of the Taco Bell® Home Originals® taco shells, UPC Code 28400 00417, and all 
other products containing such taco shells, as outlined in 21 C.F.R. § 7.45;  
 
(2) Immediately issue a “public warning” to alert the public that product is the subject of recall;  
 
(3) Promptly make available to the public notice of the recall in the weekly FDA Enforcement Report; 
 
(4) Make public the proceedings of any FDA ad hoc committee determining the extent of the Agency’s recall activities 
initiated under 21 C.F.R § 7.41; 
 
(5) Make public any and all recall strategies and/or recall classifications developed by the FDA an/or [corporations];   
 
(6) Make public any and all recall status reports and recall communications provided to FDA by Taco Bell Corp., c/o Tricon 
Global Restaurants, 1441 Gardiner Lane, Louisville, KY 40213, and Kraft Foods Inc., c/o Philip Morris Companies, Inc. 120 
Park Avenue, New York, NY 10017;. 
 
(7) Make public any determination by the FDA to terminate the recall;  
 
 
(8) Should Taco Bell Corp., c/o Tricon Global Restaurants, 1441 Gardiner Lane, Louisville, KY 40213, and Kraft Foods 
Inc., c/o Philip Morris Companies, Inc. 120 Park Avenue, New York, NY 10017, refuse to initiate recall procedures as 
requested by the FDA, immediately  undertake enforcement action to redress these ongoing violations of law through the 
seizure of the product in question and/or seek civil penalties against them for the violation outlined above; and 
 
(9) Initiate independent testing for the presence of Cry9C corn in the all products containing non-organic yellow corn#2.  
 
We look forward to hearing back from you promptly on this matter and trust that you will work to ensure that the public is 
protected from this potential health risk. 
 
 
On behalf of all the members of Genetically Engineered Food Alert , 
 
 
 
Joseph Mendelson III 
Legal Director 
Center for Food Safety 
666 Pennsylvania Ave., SE 
Suite 302 
Washington, DC 20003 
 
Legal Counsel for Genetically Engineered Food Alert  
 
 
Genetically Engineered Food Alert Founding Members: 
Center for Food Safety 
Friends of the Earth 
Institute for Agriculture and Trade Policy 
National Environmental Trust 
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Organic Consumers Association 
Pesticide Action Network North America 
StatePIRGs 
 
 
Attach. 


