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September 30, 2002

By Fax and Electronic Mail
Office of Science and Technology Assessment
Washington, DC 

Re: Comments on Proposed Federal Actions to Update Field Testing
Requirements for Biotechnology Derived Plants and To Establish Early
Food Safety Assessments for New Proteins Produced by Such Plants.

The Center for Science in the Public Interest (“CSPI”)) hereby submits comments
to the Office of Science and Technology Policy (“OSTP”) on its notice published in the
Federal Register on August 2, 2002 (67 FR 50578) (hereinafter referred to as “Notice”). 
That Notice discusses several proposed federal actions relating to agricultural
biotechnology.  CSPI agrees that it is time to update federal agricultural biotechnology
policies to ensure that field trials of engineered crops are properly conducted to eliminate
or minimize any adverse effects on human health or the environment.  

As set forth in more detail below, to achieve a federal policy that safeguards the
food supply and the environment, the proposed federal actions need to have a broader
scope than currently proposed.  The proposed actions should cover any engineered food
crop, regardless of the crop’s intended purpose.  In addition, the proposed early food
safety assessments should be mandatory and assess every engineered crop, even if the
same protein has already been introduced into another crop.  Finally, in order to truly
evaluate how well the proposed actions will protect human health and the environment, it
is necessary for many terms in the Notice to be defined and explained.



2  Although the Notice states clearly in two sentences on page 50578 that it only
addresses plants “intended for food and feed use,” the final section of the Notice on
USDA discusses actions involving crops that are not intended for food and feed use. 
This internal inconsistency in the Notice should be clarified so that the scope of the
proposed federal actions is clearly understood.
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I. The Scope of Proposed Federal Actions is Too Narrow.

The Notice states that it only covers biotechnology-derived crops “intended for
food and feed use.”  That scope is too narrow because it excludes biotechnology-derived
crops that have been engineered to produce pharmaceuticals, industrial chemicals or
other protein substances. 

The Notice seeks to address the “cross-pollination from field tests to commercial
fields and commingling of seeds produced under field tests to commercial seeds or grain”
that will result in food products expressing experimental new proteins that have not
undergone any food safety assessment.  Dozens of field tests using food crops engineered
to produce non-food substances have occurred and will continue to occur in the future. 
Those crops have the same likelihood of entering the food supply through cross-
pollination or commingling as crops engineered for food use.  Therefore, all engineered
food crops, irrespective of their intended use, should be included in the proposed federal
actions.  As currently written, the Notice only covers a small part of the potential
contamination problem it is attempting to address..

II. A Voluntary System Will Not Protect Human Health and the Environment.

Although the Notice states that FDA and EPA will conduct early food safety
assessments of introduced proteins (both pesticidal and non-pesticidal), it does not state
that those assessment will be mandatory.  Instead the Notice states that “FDA would
encourage sponsors to submit protein safety information …” (67 FR 50579) and EPA
“would encourage developers to seek approval for residues …” (67 FR 50579).  Thus, the
proposed actions will rely on the sponsors to voluntarily subject their crops to
government review.

It is commendable that the Notice proposes an early food safety assessment for
crops that might result in intermittent, low-levels of their biotechnology-derived genes
and gene products entering the food supply.  To protect human health and the integrity of
the food supply, however, any new substance that is likely to get into the food supply
should have a mandatory food safety assessment.  Therefore, the government needs to
mandate the proposed early food safety assessments.  Also, if a new protein is found in
food that never was reviewed by FDA (or EPA) or was not found safe by an early
assessment, foods with that protein should be considered adulterated and FDA should
take all necessary legal actions to protect human health.
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III. Field Testing Should Not Continue Until the Early Food Safety Assessment
Has Been Completed.

The Notice states that FDA and EPA will establish procedures for the early food
safety assessment of engineered crops in the field testing stage of development.  The
Notice does not state, however, that field testing should not continue until the food safety
assessment has been completed.

To prevent unsafe proteins from being found in commercial seed, commodities,
or food/feed, sponsors should not be allowed to continue field testing until FDA or EPA
completes their early assessment.  Without such a prohibition, the very activity that the
proposed actions are attempting to prevent (unsafe proteins getting into our food) may
occur while the FDA or EPA assessment is being completed.

IV. The Proteins to be Reviewed Under the Proposed Actions is Too Narrow.

The Notice states that FDA does not expect “multiple submissions for the same
protein from the same source” (67 FR 50579).  The unstated reason for that exemption is
that the allergenicity and toxicity assessment for a new protein would be identical in
subsequent submissions.  In addition, the Notice also states that it does not expect
submissions for proteins moved within the same species (67 FR 50579).  The unstated
reason for that exemption is that the engineered protein would raise no new food safety
concerns since it comes from a crop that humans already eat.  The scientific reasoning for
both exemptions, however, is not correct.  Both identified categories of proteins should
not be exempt from FDA’s early food safety assessment because both situations can
result in the introduction of an allergen or toxin into the food supply. 

The introduction of the same gene from the same source into two different plants
(such as corn and wheat) could raise different concerns about toxicity and allergenicity. 
Expression levels could be different in different species (or even in different varieties of
the same species) and both toxicity and allergenicity are dose dependent.  Also, how a
food is processed for human consumption (e.g. eaten raw versus cooked or milled) and
the amount of the food in a person’s diet can affect exposure.  Processing may destroy or
alter the protein, eliminating or changing toxicity or allergenicity.  Exposure to a protein
at very low levels might not cause a toxic or allergenic reaction but exposure at higher
levels might elicit a negative response.  Thus, a protein engineered into a corn plant
might not be toxic but the same conclusion might not be true for expression of that same
protein in an apple or a different corn plant.

Similarly, moving a gene within the same species also can raise toxicity or
allergenicity concerns.  Some proteins in food crops may only be expressed in non-edible
portions of that crop.  If one of those proteins is moved to the edible portion, humans
would be exposed to a new protein that might result in a toxic or allergenic reaction.  To
avoid that possibility, even genes being moved within a species should have an early
food safety assessment to rule out any human health concerns.
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V. Many Important Terms in the Notice Need to be Defined.

In the Notice, there are many terms that have not been defined or explained. 
Without definitions or explanations of those key concepts, it is almost impossible to
determine if the proposed federal actions will safeguard the food supply and the
environment.  The most important terms that need an explanation and some of the
questions those terms raise are set forth below:

A. “Intermittent, low levels” of biotechnology-derived genes and gene
products.  The Notice uses the phrase “intermittent, low-levels” several times yet does
not describe its meaning.  What is a low level?  Is 20 parts per billion (the tolerance
previously proposed for StarLink corn by Aventis) a low level?  Is only unintentional
commingling or unpreventable cross-pollination acceptable at low levels or is intentional
contamination also allowed in the food supply? Does “intermittent” mean that
contamination can occur year after year without correction of a containment problem?

B. “Unacceptable Risk.”  On page 50579, one of the proposed principles
upon which the Notice is based discusses the term “unacceptable risk,” yet never explains
what is “unacceptable.”  If the introduced protein is a potential allergen, is that an
unacceptable risk?  If the protein might harm non-target organisms, is that an
unacceptable risk?  Is there a different definition of “unacceptable risk” depending on
whether the risk is to humans or the environment?  A detailed explanation of that term is
needed to judge whether the proposed actions will protect human health and the
environment.

C. “Rigorous” confinement.  On page 50579, the Notice stated that “field
test confinement requirements would be rigorous to prevent outcrossing and
commingling...” (emphasis added). What does “rigorous” mean?  How does it compare to
current confinement requirements for crops tested under APHIS’ notification procedures? 
Does it mean that food crops falling in this category will be subject to more stringent
confinement procedures than currently required for pharmaceutical plants?  Also, what is
the performance standard for “rigorous” confinement?  Will it result in 95%
containment?  99% containment?  99.9% containment?  All those questions need to be
answered in order to understand what will be required of crops with unacceptable or
undetermined risks.

D.         “Minimize.”  On page 50579, one of the three principles states that “field
test requirements should still minimize the occurrence of outcrossing and commingling of
seeds from these field tests, ....” (emphasis added).  What does “minimize” mean?  Does
it differ from “rigorous” and if so, how?

E.         Time Period for Seeking an Early Food safety Assessment.  The
Notice states that sponsors should submit protein safety information once field testing is
“about to reach a stage of development that there could be concerns” that the protein
might end up in the food supply (page 50579).  It is unclear, however, when those
concerns are triggered.  Does any field test over a certain acreage (such as 10 acres)
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trigger an early food safety assessment?  Does it depend on the crop, the location of the
field trial, or the confinement conditions?  Is the trigger the same for all crops (such that
any crop beginning its second round of field trials should have an early food safety
assessment)?

F.          Monitoring/Auditing Practice.  On page 50580, the Notice states that
additional safeguards for mitigating exposure include “monitoring/auditing practices.”  It
is unclear, however, how monitoring/auditing practices are methods to control the
expression of bioengineered traits in commodities.  Usually, monitoring/auditing
practices are compliance measures to document and confirm that other safeguards are
being adhered to.  Thus, this term needs some explanation of its meaning.

CSPI appreciates this opportunity to submit comments on OSTP’s Notice.   If
OSTP would like additional information from CSPI about these comments, we would be
happy to meet with you at your convenience.

Sincerely,

Gregory Jaffe                                                  
                                                                        
Director, Biotechnology Project                     
                                                                       
Center for Science in the Public Interest        
                202-332-9110, Ext. 369
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