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PREFACE

T            
his report summarizes the final multi-stakeholder workshop in a 

series of three cosponsored by the National Association of State 

Departments of Agriculture (NASDA) and the Pew Initiative on 

Food and Biotechnology. The idea for this workshop series 

arose three years ago, when NASDA provided input to the Pew 

Initiative on its report Tending the Fields, which examined the connections 

between state agencies and the federal regulators of agricultural biotechnology.� 

Around that time, NASDA had revived its Biotechnology Task Force and was 
working with the U.S. Department of Agriculture (USDA) and the National Plant 
Board to generally explore how state agricultural and plant quarantine agencies 
could better coordinate with the USDA and better support U.S. agriculture. During 
this process, NASDA realized that state agencies needed to be more knowledge-
able about the opportunities and challenges presented by agricultural biotechnol-
ogy, and about how the products of agricultural biotechnology are regulated at 
the federal level. And so they partnered with the Pew Initiative to sponsor three 
multi-stakeholder workshops. 

The first workshop, held in Dallas in December 2005, addressed the sharing of confi-
dential business information between state and federal agencies involved in agricul-
tural biotechnology oversight. The second, held in Boulder in March 2006, addressed 
the issue of “peaceful coexistence” among growers of conventional, organic, and 
genetically engineered crops. And this final workshop, held in San Diego in May 
2006, covered issues relating to the federal regulatory system governing agricultural 
biotechnology—known as the Coordinated Framework—and the appropriate role for 
state agriculture agencies in that system. Each workshop involved nearly 50 partici-
pants, including representatives from state and federal agencies, the European 
Union, biotech, food processing, and marketing companies, as well as growers of 
genetically engineered, conventional, and organic crops. 

1 Michael Taylor, Jody Tick, and Diane Sherman, Tending the Fields: State and Federal Roles in the 
Oversight of Genetically Modified Crops (Pew Initiative on Food and Biotechnology: Washington, 
DC, 2004). See http://pewagbiotech.org/research/fields/.
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The three central issues addressed in these workshops are clearly interconnected. 
Issues regarding confidential business information must be resolved if more com-
munication is to occur between the relevant federal and state agencies. Having a 
marketplace where farmers—regardless of what production methods they use—can 
coexist peacefully—is a worthy and proper goal. And that goal will only be 
achieved if an effective and efficient regulatory system is in place, with clear 
roles for federal and state agencies. 

States do not seek to be co-equal partners with the federal government in the 
regulation of biotechnology. Desired or not, however, state agricultural officials 
often find they must answer to the media, state legislatures, and the interested 
public on issues relating to agricultural biotechnology. In addition, some states do 
have biotechnology laws that require state agencies to act regardless of the 
actions of the federal government. 

This final workshop provided a rare opportunity for officials from three major federal 
agencies and numerous state agencies, along with other interested experts, to discuss 
how they can work better together. We hope these proceedings provide you with a 
window into the many useful insights and ideas that emerged from their dialogue. 

The level of discourse achieved has been exemplary and would not have occurred 
without the partnership forged with the Pew Initiative. NASDA is grateful for the 
opportunity to work together. The public will be better served as a result of this 
cooperation.

Michael Fernandez, Ph.d
Pew Initiative on Food and Biotechnology

adrian Polansky
National Association of State Departments of Agriculture
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INTRODUCTION

T
he government regulation of activities associated with agricultural 

biotechnology has long been seen as a federal-level responsibility. 

In 1986, the federal government established the “Coordinated 

Framework for Regulation of Biotechnology.” The Coordinated 

Framework outlined roles and responsibilities for three federal 

agencies: the U.S. Department of Agriculture’s Animal and Plant Health 

Inspection Service (APHIS), the U.S. Environmental Protection Agency (EPA), and 

the U.S. Department of Health and Human Services’ Food and Drug 

Administration (FDA). APHIS was given responsibility for genetically engineered 

(GE)� plants that could be plant pests, and for GE animal biologics. The EPA was 

given lead responsibility for GE microorganisms, pesticides, and pesticide resi-

dues. And the FDA was seen as responsible for the safety of food, food additives, 

animal feed, animal drugs, human drugs, and human biologics derived from GE 

plants and animals.

The Coordinated Framework does not contemplate the involvement of state gov-
ernment agencies in the regulatory process. Nonetheless, state agriculture officials 
have an obligation to protect the safety and economic interests of the residents of 
their states, and they often find themselves being asked pointed questions by citi-
zens and farmers about GE crops growing in their states. Thus, many state offi-
cials would like to more clearly identify an appropriate role for their agencies in 
the oversight� of agricultural biotechnology, particularly of field trials of experi-
mental GE crops. As a first step, many state officials acknowledge the need to 
more fully understand the complex federal regulatory system, so they can better 
consider how to communicate and partner with the relevant federal agencies.

To address these issues, the National Association of State Departments of 
Agriculture (NASDA) and the Pew Initiative on Food and Biotechnology orga-

2 Note: The terms genetically engineered (GE), genetically modified (GM), and transgenic are used 
synonymously in this report, unless otherwise indicated.

3 The term oversight in this instance refers to more knowledge of and an opportunity for input into 
the federal process, rather than a more traditional complementary regulatory role.
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nized a two-day workshop in San Diego for state and federal agency officials 
with expertise and an interest in the regulation of agricultural biotechnology.� 
The workshop’s approximately 45 participants included state commissioners, sec-
retaries, and directors of agriculture and/or their proxies from state departments 
of agriculture, as well as officials from APHIS, the EPA, and the FDA. RESOLVE, a 
nonprofit public policy and dispute resolution organization, provided facilitation 
services. Larmer Consulting prepared this workshop summary. (See Appendix A 
for a full list of participants and staff.)

The workshop’s objectives were: 

< To develop a collective understanding of the various dimensions of the 
Coordinated Framework, including recent developments in regulations.

< To discuss lessons learned from state experiences navigating the Coordinated 
Framework.

< To explore and develop potential models and ideas for enhancing communi-
cation and collaboration between state and federal representatives in navi-
gating the Coordinated Framework.

< To identify any next steps.

The first day of the workshop consisted of opening remarks from workshop orga-
nizers, followed by a series of presentations from 11 individuals (organized into 
three panels) describing various aspects of the Coordinated Framework. Each pan-
el of presentations was followed by a short full-group discussion. The second day 
began with one panel of three presenters, and then continued until early after-
noon with full-group discussion. This document summarizes the presentations 
and discussions that took place at the workshop. 

4  NASDA is a Washington, DC-based nonprofit whose membership includes the commissioners, 
secretaries, and directors of the state departments of agriculture. The workshop was sponsored by 
NASDA’s Biotechnology Task Force. The Pew Initiative on Food and Biotechnology is a research 
and education project of the University of Richmond, funded by a grant from the Pew Charitable 
Trusts, that serves as an independent and objective source of information on agricultural bio-
technology for the public, the media, and policymakers. The Pew Initiative provided funding and 
logistical support for the workshop. 
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DAY ONE
Day One of the workshop involved opening remarks from workshop organizers 
and presentations from three sets of panelists, followed by brief discussion 
periods.

Opening Remarks
Adrian Polansky, Secretary of the Kansas Department of Agriculture and Chair of 
NASDA’s Biotechnology Task Force, began by welcoming participants and invit-
ing them to go around the table and introduce themselves. He then offered some 
opening remarks. Biotechnology offers tremendous promise for agriculture and 
for humankind, he said, and state agencies are on the front lines communicating 
with an often skeptical public about the technology. Effective communication 
with and education of the public will be essential, he said, if the technology is to 
reach its full potential. Most states do not want to be co-regulators of biotechnol-
ogy with the federal agencies, he continued, so there is no “turf” issue. Instead, 
state agency officials would like to explore opportunities to collaborate, partner, 
and communicate with federal regulators, so they can be more effective in bol-
stering public awareness and moving the technology forward. 

Bob Ehart, NASDA’s Animal and Plant Health Safeguarding Coordinator, then 
shared some opening remarks as well; the essence of his comments was incorpo-
rated into the preface of this report. Ehart also thanked participants for coming 
and the presenters for sharing their expertise. He concluded by noting that he had 
no preconceived outcomes for the workshop, but that he hoped participants 
would gain valuable information from each other.

Following Ehart’s comments, Keith Pitts, Director of Public Policy at the Pew 
Initiative, welcomed participants and introduced facilitator Turner Odell of 
RESOLVE. Odell reviewed the agenda and discussed a few ground rules. For 
example, he encouraged participants to take part in the discussions, make room 
for others to participate, and “disagree without being disagreeable.”

Panel 1: History and General resPonsibilities of 
tHe Major federal aGencies 

The first panel of presenters described the federal laws and regulations involved 
in the Coordinated Framework. First, Michael Rodemeyer gave an overview of the 
Framework. Then three former federal agency officials discussed the authorities 
and regulations of their respective agencies—Tom Bundy regarding APHIS, Fred 
Degnan regarding the FDA, and Larry Culleen regarding the EPA. 



Michael Rodemeyer, Pew Initiative on Food and 
Biotechnology and University of Virginia

Overview Of the federal COOrdinated framewOrk 
Michael Rodemeyer is the former Executive Director of the Pew Initiative on Food 
and Biotechnology; he now serves as a Senior Consultant to the organization and 
teaches at the University of Virginia. Rodemeyer’s presentation provided an over-
view of the past 30 years of federal biotechnology regulation. 

In 1972, scientists discovered how to splice genes using recombinant DNA (rDNA) 
technology, Rodemeyer said. A few years after that, biologists began to raise 
questions about whether a regulatory regime ought to be created to ensure the 
safe use of rDNA in the lab and in the event of escape from a lab. Those questions 
led the National Institutes of Health, which was funding the research, to develop 
guidelines for the use of rDNA molecules. Those guidelines, though much revised, 
are still in place today. In 1980, Rodemeyer continued, the Supreme Court ruled 
that living organisms could be patented. That decision paved the 
way for the profitable commercialization of the technology. The 
first genetically engineered organism released into the environ-
ment was “ice-minus,” a GE bacterium that would keep fruits 
and vegetables from freezing. Rodemeyer said the release pro-
vided a memorable photo of a scientist spraying the substance 
on strawberries while wearing a “moon suit” for protection, 
though in the end the technology did not work very well. 

The release of ice-minus posed a question for federal regula-
tors, Rodemeyer said: Who is in charge of the products of bio-
technology once they leave the lab? The EPA said they would 
regulate these products, though other agencies felt they had 
responsibilities as well. The initial questions were: Are the 
products of biotechnology different than other products in the 
marketplace? And, do they carry unique risks?

Rodemeyer said the Coordinated Framework, which was final-
ized in 1986, answered those questions by putting forth the fol-
lowing principles, which still guide the Framework today: (1) 
Biotechnology poses no unique risks; (2) the products of bio-
technology should be regulated, not the process; (3) existing laws should be used 
to regulate the products of biotechnology (no new legislation is needed); and (4) 
any gaps should be addressed through coordination among agencies and designa-
tion of lead agencies as appropriate. 

On one level, Rodemeyer said, the Coordinated Framework is very easy to 
describe: The FDA is responsible for food safety, the EPA is responsible for 
microbes and pesticides, and APHIS is responsible for all plants. In practice, how-
ever, it is much more complex than that. Why? In part because some products fall 

On one level, the 
Coordinated Framework is 
very easy to describe: The 
FDA is responsible for food 
safety, the EPA is respon-

sible for microbes and pes-
ticides, and APHIS is 

responsible for all plants. 
In practice, it is much more 

complex than that.  
—Michael Rodemeyer

� 
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into multiple categories. For example, a corn plant that has been engineered to 
produce its own pesticide is a plant, a pesticide, and a food, so it falls under the 
purview of all three agencies. In addition, each of the three agencies uses differ-
ent laws to govern the products of biotechnology, and most of these laws were 
passed well before the advent of biotechnology. 

Rodemeyer then provided an overview of each agency’s system. The FDA, he said, 
is responsible for food safety under the authority of the Federal Food, Drug, and 
Cosmetics Act (FDCA). The agency judges the safety of whole foods under a stan-
dard of whether they could be “injurious to health.” The agency judges the safety 
of food additives under a standard of “reasonable certainty of no harm.” 
However, a substance added to food is not regulated as a food additive if it is 
“generally recognized as safe” (GRAS).  

Rodemeyer said the FDA was first approached about regulating a product of agri-
cultural biotechnology by Calgene, a company that had developed a tomato that 
stayed ripe longer than a conventional tomato. The GE tomato contained an anti-
biotic resistance marker that was introduced in the rDNA development process. 
Calgene asked the FDA to find that the resistance marker was safe under the 
FDCA’s food additive provisions and that the GE tomato itself was safe. The FDA 
eventually approved the antibiotic resistance marker as a safe food additive. But 
the agency realized it would be essentially impossible to determine with certainty 
that the tomato itself was “safe,” because there was no baseline—no one had ever 
proven scientifically that a regular tomato was safe. Instead, the FDA ultimately 
decided that the Calgene tomato was “as safe as” its regular counterpart. And the 
experience convinced the agency that the food additive process would not work 
for products of biotechnology. 

So in 1992, the FDA issued guidelines that indicated the agency would presume 
that the added genetic materials, as well as their expressed proteins, were GRAS. 
The agency thus looks at whether a GE product as a whole is “substantially 
equivalent” to its conventional counterpart. To do this, the FDA developed a vol-
untary, pre-market consultation process, whereby companies come to the agency 
to consult regarding a GE food product before they commercialize it. This volun-
tary process remains in place today.  

Also in 1992, Rodemeyer continued, the FDA issued a statement regarding the 
labeling of GE products. The FDA’s regulations require the labeling of “material” 
product differences. But if a product is “substantially equivalent” to its traditional 
counterpart, Rodemeyer said, then it is not materially different, so the FDA con-
cluded that the agency lacked the authority to require labeling. The FDA also said 
at the time that labeling is not a substitute for safety, and that consumer interest 
in labeling is not a sufficient legal reason to require it. 

Turning to the EPA’s system, Rodemeyer said that in 1986 the EPA proposed regu-
lations to govern microbial products of biotechnology under the Toxic Substances 
Control Act (TSCA). The agency’s thinking, he said, was that a microbe is a string 



of DNA, which is really a chemical, so any new string of DNA is a “new chemical 
substance” and thus subject to regulation under TSCA. The agency’s regulations 
governing GE microbes require biotech companies to submit pre-manufacturing 
notifications and applications for experimental release for R&D purposes. 

With regard to pesticides, the EPA issued proposed regulations in 1994 under the 
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) for what are now 
called plant-incorporated protectants (PIPs). PIPs are pesticidal substances intend-
ed to be produced and used in GE plants. The EPA’s pesticide safety standard is 
“no unreasonable adverse impact on the environment.” The safety standard for 
pesticide residues in foods (in the FDCA) is “reasonable certainty of no harm.” 
The EPA’s regulations, finalized in 2001, require developers to register PIPs prior 
to sale and obtain experimental use permits (EUPs) for most field tests.

Regarding APHIS, Rodemeyer said that APHIS’s original authority for governing GE 
plants came from its plant pest laws. In 1987, APHIS said that because scientists 
typically use plant viruses in creating GE plants, the agency would assume that all 
such plants are potential plant pests and thus require regulation. APHIS thus 
reviews all GE plants, regardless of their intended purpose. The agency requires 
notifications or permits for field trials and the movement of GE seeds and crops. 
Once the agency is satisfied that a GE plant does not exhibit plant pest characteris-
tics, that plant is “deregulated;” that is, it is removed from the agency’s purview. 

The Plant Protection Act (PPA) of 2000, Rodemeyer 
said, consolidated the plant pest laws, and it may 
provide new authorities for APHIS to use in regulat-
ing GE plants. New regulations based on the PPA 
have not yet been drafted. 

Finally, Rodemeyer said, the National Environmental 
Policy Act (NEPA) covers all federal agencies except 
the EPA. NEPA comes into play any time an agency 
has to take an action that would affect the environ-
ment (though some categorical exclusions exist). 
Under NEPA, each agency must assess the environ-
mental impact of its proposed action and alternative 
actions. If an assessment cannot result in a “finding 
of no significant impact,” then the agency must draft a 
more detailed environmental impact statement (EIS). The development of an EIS is 
a lengthy process and involves an opportunity for public comment. NEPA contains 
no substantive legal authority; that is, agencies are not required to choose the alter-
native with the least impact. But as a practical matter, the law gives agencies an 
opportunity to make developers or permit holders take various mitigation measures. 

Rodemeyer then discussed the U.S. experience to date with GE crops. He said the 
technology has been very popular among farmers. Corn, cotton, and soybeans 
containing pesticide-resistance genes and/or Bt pesticides are approaching the 

Biotech applications thought to be 
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—Michael Rodemeyer
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point of saturation in the U.S., he said. GE varieties of cotton account for nearly 
80 percent of all cotton plantings, GE soybeans account for nearly 90 percent of 
all soybean plantings, and GE corn accounts for just over 50 percent of all corn 
plantings.� In 1996, Rodemeyer said, about one million hectares of GE crops were 
planted; in 2005, about 50 million hectares were planted. As of May 2006, APHIS 
had received 11,370 notifications for field trials, granted 1,102 environmental 
release permits, and deregulated 70 crops (out of 104 petitions for deregulation). 
The FDA, as of May 2005, had completed 68 consultations. At the EPA, as of 
February 2006, 22 PIPs had been registered and 10 EUPs were currently active.�

The U.S. experience with biotech crops, Rodemeyer said, is “so far so good.” He 
said no major problems have arisen—no health scares have occurred, and the 
technology has not met with active hostility from consumers, as in Europe. There 
have been a few “bumps in the road,” such as the StarLink corn incident, the 
Monarch butterfly issue, and an incident occuring in 2002 where a biotech com-
pany, ProdiGene, violated the Plant Protection Act after commingling experimen-
tal corn plants engineered to produce medicine with food crops. 

Rodemeyer then mentioned biotech applications thought to be under development. 
They include: GE plants that produce pharmaceuticals (called “pharma crops” or 
plant-made pharmaceuticals (PMPs)) and industrial chemicals; transgenic animals, 
including fish; forestry applications; and GE insects, including those that could be 
used in the biocontrol of agricultural pests. In general, he said, the emerging tech-
nologies will involve more complex modifications and more “stacked traits”—mul-
tiple GE traits in one plant. Also, he expects the technology to be applied to different 
plants (e.g., wheat) and to include new agronomic traits (e.g., drought resistance). 

The challenges for the future of the technology, Rodemeyer said, will likely 
include finding a diverse global marketplace for the crops; segregating crops for 
the marketplace; downstream market issues for producers, millers, and distribu-
tors; and gene management. 

Rodemeyer then reviewed a few current regulatory issues. He noted that in 2001 
the FDA proposed making its voluntary notification process mandatory, though 
they have since backed off on that idea. While it is thought that all GE products 
in commerce have been reviewed by the FDA, Rodemeyer said, the consultation 

5 USDA, National Agricultural Statistics Service, “Acreage” (June 30, 2006), accessed at http://usda.
mannlib.cornell.edu/usda/current/Acre/Acre-09-12-2006.pdf.

6 See the Information Systems for Biotechnology database, at www.isb.vt.edu/2002menu/regula-
tory_information.cfm.
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process remains voluntary. He said GE animals will be a big issue for the FDA 
moving forward, as will “adventitious presence,” or AP (i.e., low and intermittent 
levels of an unreviewed crop in the food supply). Rodemeyer said he expects 
APHIS to be focused in the future on resolving issues relating to pharma and 
industrial crops as well as new applications, in addition to streamlining and 
updating its regulations. The EPA, he said, will focus on plant-made industrial 
products (PMIPs), as well as post-market authority over PIPs.

In conclusion, Rodemeyer said that the Coordinated Framework has worked fairly 
well for the first generation of biotech crops, but that issues remain relating to 
global market acceptance and downstream markets. He predicted that the regula-
tory system will be “stretched” for the next generation of GE products. 

Thomas Bundy, Consultant 

aPhiS’S authOritieS and regulatiOnS regarding gmOS
Tom Bundy is the former Deputy Assistant General Counsel for APHIS, which is 
housed in the U.S. Department of Agriculture (USDA). He now works as a consul-
tant to the agency. 

Bundy provided an overview of the laws the USDA uses to regulate GE plants. He 
began with the Plant Quarantine Act of 1912, which gave the USDA authority to 
regulate the importation and interstate movement of plant pests and diseases. 
That law worked well until the 1920s, Bundy said, when a drought made fodder 
for animals scarce in Oregon. At that time, the state of Oregon had a regulation 
that prohibited the importation of alfalfa grown in Washington, due to concerns 
about a weevil. When a railroad company was assessed a fine for transporting 
alfalfa from Washington to Oregon, it defended by claiming the Plant Quarantine 
Act preempted the Oregon regulation. The legal case that ensued went all the way 
to the Supreme Court. The Court sided with the railroad’s attorneys, who argued 
that the Oregon regulation was preempted by the Plant Quarantine Act under the 
interstate commerce clause of the Constitution. In response, Congress amended 
the Plant Quarantine Act to say that if the federal government has not acted 
regarding a particular plant pest or disease, states can lawfully act to regulate 
interstate commerce. The amendment also said that if the Secretary of Agriculture 
issues a regulation with regard to a plant pest or disease, any state regulation 
must be consistent with the federal one. 

In 1957, Bundy continued, Congress addressed new issues in the Federal Plant 
Pest Act. This law gave the Secretary of Agriculture the authority to regulate and 
act on a plant pest even if it is not moving interstate. It authorized emergency 
actions, in addition to quarantines. Later the law was amended to authorize the 
Secretary to declare an “extraordinary emergency” if a state was not effectively 
handling a plant pest or disease situation. The USDA’s current regulations govern-
ing GE plants were promulgated under the authority of this law.



In 1975, Congress passed the Federal Noxious Weed Act, which provided the 
USDA with authority to prohibit the importation and interstate movement of nox-
ious weeds. Bundy said the USDA could have based its regulations for GE plants, 
in part, on this law, though it chose not to. 

Bundy then went on to describe APHIS’s regulations governing GE plants. These 
regulations, which were issued in 1987 (7 CFR Part 340), were predicated on the fact 
that many GE plants were created using plant viruses, which are plant pests. 
APHIS’s regulations prohibit the introduction of “regulated articles” unless those 
articles are authorized under notification, authorized by permit, or conditionally 
exempt from permit requirements. The regulation defines “regulated articles” as 
“organisms that are altered or produced through genetic engineering if the donor, 
recipient, vector, or vector agent belongs to any listed genera and meets the defini-
tion of a plant pest, or is unclassified, or whose classification is unknown which the 
Administrator determines is a plant pest.” This definition covers many, but not all, 
GE plants, Bundy said, as some are produced without the use of plant viruses. The 
regulation prohibits the introduction of regulated articles, and “introduction” means 
movement into the U.S., movement interstate, or release into the environment. 
There has never been a court challenge to this regulatory paradigm for GE plants. 

In 2000, Bundy continued, Congress passed the Plant Protection Act. The PPA was a 
consolidation of the Plant Quarantine Act, the Federal Plant Pest Act, and the 
Noxious Weed Act. It repealed those laws, but contained a “savings” clause that kept 

their regulations in place until new regulations were drafted. The PPA 
continued the basic split of authority between federal and state govern-
ments, with states being responsible for intrastate matters and the federal 
government being responsible for imports and interstate movements. It 
also broadened some definitions and included “effects on the environ-
ment” as a hook for regulation. The basic thrust of the regulations using 
the plant pest concept has not been altered to date.

In March 2003, Bundy said, APHIS published an interim regulation for 
pharma and industrial plants (68 FR 46434). These regulations 
changed the conditions for field testing and requested comments on 
issues such as transparency, alternative procedures, training standards, 
the use of third-party auditors, standard-setting organizations, qual-
ity-control mechanisms, and verification of compliance. APHIS is now 

digesting the comments received and drafting a final regulation. In August 2003, 
APHIS published an amendment that required field-grown industrial crops to 
have an APHIS permit; they can no longer be grown under the more-lenient noti-
fication process. A permit was already required for pharma crops.

In January 2004, APHIS published a notice of intent (69 FR 3271) to conduct an 
environmental impact statement regarding potential changes to its regulations to 
use the PPA to regulate GE plants, Bundy continued. The agency wants to con-
sider how to use the noxious weed authority that is now a part of the PPA in the 
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regulation of GE plants. It also wants to consider regulating GE biological control 
agents and address the issue of adventitious presence. 

Bundy then shared the amended definition of “plant pest” in the PPA. The term is 
defined as: “any living stage of any of the following that can directly or indirect-
ly injure, or cause damage to, or cause disease in any plant or product.” “The fol-
lowing” includes a protozoan, nonhuman animal, parasitic plant, bacterium, fun-
gus, virus or viroid, infectious agent or other pathogen, or “any article similar to 
or allied with any of the articles specified….” Taken to its extreme, Bundy said, 
that wording could mean that deer could be considered a plant pest. The defini-
tion of “noxious weed” in the PPA is as follows: “A plant or plant product that 
can directly or indirectly injure or cause damage to: crops (including nursery 
stock and plant products), livestock, poultry, or other interests of agriculture, irri-
gation, navigation, the natural resources of the United States, the public health, 
or the environment.” So under the PPA’s noxious weed provisions, Bundy said, 
APHIS has specific authority to protect the environment. That concept is not spe-
cifically stated in the old Federal Plant Pest Act.

Bundy then discussed the issue of federal preemption. He said the PPA allows 
states to develop and enforce state regulations governing interstate commerce if 
no federal regulation exists with regard to a particular pest or disease. If federal 
regulations do exist, it allows states to develop and enforce regulations governing 
interstate commerce if those regulations are consistent with and do not exceed 
the federal regulations, unless a special local need is demonstrated to the satisfac-
tion of the Secretary. 

Regarding GE animals, Bundy noted that, similar to the consolidation of the plant 
quarantine laws, the old animal quarantine laws were consolidated in 2002 into a 
new Animal Health Protection Act (AHPA). This law does not contain wording 
similar to the PPA’s noxious weed provision, however, so it does not provide spe-
cific authority to regulate on the basis of the environment. It also does not con-
tain a section regarding federal preemption, as is found in the PPA. 

In closing, Bundy offered a number of questions for workshop participants to 
consider:

< What are the problems with the current regulations?

< How should the PPA’s noxious weed authority be used? 

< How should state and federal agencies cooperate?

< What kind of national uniformity should there be in the regulation of geneti-
cally modified organisms (GMOs)?

< Should there be a distinct line between state and federal authority or respon-
sibility? If so, where should it be drawn? If not, does the overlap comply with 
federal preemption?
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< How should marketing and trade issues be dealt with?

< What regulations for transgenic animals should be considered under the AHPA?

Q&a 
Bundy answered a few clarifying questions after his talk. In response to one, Bundy 
said that APHIS cannot take action on strictly market-based issues. For example, 
they could not deny a permit for a GE plant just because foreign consumers do not 
want to buy it. Another participant asked Bundy if a state could impose a morato-
rium on pharma crops. Bundy said it would depend on the purpose of the state’s 
regulation. If such a regulation were focused on marketing or trade issues, it may 
be allowable. But the U.S. Constitution says the federal government has responsi-
bility for and authority over foreign and interstate commerce, so a state regulation 
developed on that basis could be successfully challenged in court. 

Fred Degnan, King & Spaulding, LLP

the fda’S regulatiOn Of tranSgeniC  
CrOPS and tranSgeniC animalS
Fred Degnan is a Partner with King & Spalding, LLP. He formerly served as 
Associate Chief Counsel at the FDA for both Foods and Veterinary Medicine. He 
spoke to participants about the FDA’s regulation of transgenic animals and crops. 

Degnan said the FDA seeks to provide a federal safety net with regard to GE 
plants and animals by subjecting these products to science-based review. The 
agency seeks to ensure that all transgenic crops are as safe to grow and eat as 
their conventional counterparts. For crops intended for the production of thera-
peutic components or products, the agency works to ensure compliance with 
existing regulatory standards for drugs, biologics, and medical devices. And for 
animals, the agency aims to ensure animal safety and the regulatory compliance 
of all resulting products. 

The primary law under which the FDA operates, Degnan said, is the Food, Drug, 
and Cosmetics Act, which first passed in 1938 and has since been amended 
approximately 100 times. Despite all the amendments, Degnan said, Congress has 
never fully been able to keep pace with scientific discoveries. So, the FDA has 
generally been forced to apply the law in a very flexible way. This flexible inter-
pretation has been endorsed by the Supreme Court, which said the FDCA should 
be considered a “working instrument of government.” The FDCA does not include 
any language regarding biotechnology. 

Section 402 of the FDCA, Degnan said, concerns food adulteration. Whole foods 
are not allowed to be marketed if they are “ordinarily injurious to health.” Almost 
every state has comparable laws regarding food adulteration. The FDA’s enforce-
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ment of the food adulteration provisions is post-market; that is, the agency does 
not require new foods to obtain a pre-market approval. 

Pre-market approval of food additives is required, however, by Sections 201(s) 
and 409 of the FDCA. Section 201(s) defines “food additive” as any substance that 
may reasonably become a component of food. Food additives are not allowed if 
they “may be injurious to health.” It is unlawful to market a food additive unless 
the additive is approved by the FDA. The law allows for exceptions to the broad 
definition of “food additive.” The most significant exception is for substances that 
are “generally recognized as safe.” GRAS substances are regulated under the post-
market adulteration provisions.

In 1992, Degnan said, the FDA issued a policy statement regarding transgenic 
crops. The policy said that (1) the FDA would use its authorities under the FDCA 
to regulate the products of biotechnology, (2) the agency would focus on sub-
stances intended to be added to food, as well as unintended effects, and (3) trans-
ferred genetic material, such as that inserted into a plant via genetic engineering, 
was “presumed to be GRAS.” 

This policy statement led the FDA to develop a voluntary consultation process, 
whereby the agency engages with companies to be sure the GRAS presumption is 
in fact correct for a given GE product. Degnan said that, in the course of these 
consultations, the FDA reviews: 

< the sources, identities, and functions of the introduced genetic material; 

< the purpose or intended technical effect of the modification and its expected 
effect on the composition or characteristic properties of the food or feed; 

< the identity and function of expression products encoded by the introduced 
genetic material, including an estimate of the concentration of any expres-
sion product in the bioengineered crop or food derived thereof; 

< the known or potential allergenicity and toxicity of expression products and 
the basis for concluding that foods containing the expression products can be 
safely consumed; and

< a comparison of the composition or characteristics of the bioengineered food 
to that of food derived from the parental variety or other commonly con-
sumed varieties (with special emphasis on important nutrients and toxicants 
that occur naturally in the food).

Degnan said that although the consultation process is technically voluntary, the 
FDA has reviewed all transgenic crops in commerce using this process. To date, 
68 products have gone through the process. Degnan also noted that the GRAS 
presumption was challenged in court, and upheld, in Alliance for Bio-Integrity v. 
Shalala. In 2001, the FDA proposed to make the pre-market notification manda-
tory, but the agency has backed off of that proposal for legal reasons. 
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In November 2004, the FDA issued an informal recommendation encouraging 
manufacturers to contact the agency early in their product development process 
in order to address safety issues. The recommendation focused on avoiding “pos-
sible intermittent, inadvertent introductions into the food supply of proteins from 
biotech crops under development.” The recommendation has not been applied to 
PIPs or PMPs, Degnan said, but arguably could be.

Degnan then described the FDA’s compliance activities. He said the agency 
enforces EPA tolerances for pesticides, unregistered pesticides (including unregis-
tered PIPs), and the unintended, unauthorized presence of transgenic material (e.
g., StarLink and ProdiGene). The agency does not do systematic compliance mon-
itoring (including for imports), Degnan said, though it could do so.

The National Academies of Science (NAS) looked at the FDA’s regulatory system 
governing GE foods in three reports, Degnan said. A report published in 2000 
looked at Bt-type crops, one released in 2002 assessed the environmental effects 
of GE crops, and one published in 2004 addressed the safety of GE foods.� All 
three reports were generally positive, Degnan said. The General Accounting Office 
also released a report, Degnan said, stating that the risks posed by GM plants (in 
terms of allergens, toxins, and anti-nutrients) are not unique to GM foods, and 
that there was “no plausible hypothesis” long-term harm from GM foods. That 
report also contained recommendations for enhancing the FDA’s evaluations.� 

Degnan noted that the FDA’s activities regarding GE crops represent an unprec-
edented regulation of plants and plant products; there is no comparable oversight 
for conventional hybrids or organics.

Regarding state-level authorities and roles, Degnan said that food safety has not 
traditionally been a state function. However, states have an active role in enforce-
ment, inspection, crisis management, and prevention.

Degnan then turned to the issue of plant-made pharmaceuticals. He said the FDA 
and USDA together published a guidance document regarding PMPs in September 
2002. The document clarified that APHIS has authority for reviewing the environ-
mental safety of PMP crops and issuing permits for field trials. The FDA has 
authority over drug, biologic, and device registration and listing; drug, biologic, 

7  National Research Council, Genetically Modified Pest Protected Plants: Science and Regulation 
(National Academies Press: Washington DC, 2000); National Research Council, Environmental 
Effects of Transgenic Plants (National Academies Press: Washington DC, 2002); and National 
Research Council, Safety of Genetically Engineered Foods (National Academies Press: Washington 
DC, 2004). See http://dels.nas.edu/banr/reports.php. 

8  U.S. General Accounting Office, Genetically Modified Foods: Experts View Regimen of Safety 
Tests as Adequate, but FDA’s Evaluation Process Could Be Enhanced (GAO: Washington, DC, 
2002). See www.gao.gov/new.items/d02566.pdf.



and device “good manufacturing practices” and quality system requirements; pre-
market requirements; adulteration standards for end products; and food safety 
regarding inadvertent entry into the food supply. 

In its guidance to PMP developers, the FDA recommended a number of areas of 
inquiry and focus. They include: the characterization of rDNA constructs, the 
development of stable transformation systems, a NEPA assessment, the control of 
seed stocks, the genetic stability of plants, the distribution of the product in plant 
tissues, security measures, and processing controls (including planting, harvest-
ing, and actual processing—developing confinement measures, avoiding inadver-
tent mixing with food and feed crops, and ensuring that the plant-line is used for 
its intended purpose). The FDA could issue a binding regulation on these topics, 
Degnan said, but it has not done so. As possible enhancements to this guidance, 
Degnan suggested, the FDA could encourage an early de minimis risk assessment 
by the FDA as part of the mitigation plan and promote a systematic monitoring 
program for PMPs. 

Degnan then discussed the FDA’s regulatory authority regard-
ing transgenic animals. He noted that the FDA has authority 
over human food safety, animal safety, and the safety and 
effectiveness of human drug and biologic products derived 
from animals. The USDA has the authority to quarantine 
animals, authority over standards of care for the treatment 
of certain animals, and responsibility for the safety of meat, 
milk, and eggs. Early on in the discussion of biotech regula-
tion, Degnan said, there was debate over which agency 
would have jurisdiction over transgenic animals, and the 
FDA “won.” 

Transgenic animals are regulated under the “new animal 
drug” rubric of the FDCA, Degnan explained. Under this 
law, a substance is an “animal drug” if it is intended to 
cure, mitigate, treat, or prevent disease in an animal, or if it 
is intended to affect the structure or function of the body of 
an animal. So, a genetic modification to an animal that 
promotes faster growth, for example, affects the structure or 
function of that animal and can thus plausibly be considered 
an animal drug. What is regulated, Degnan said, is the inserted genetic construct 
itself. The animal is “along for the ride.” 

If a substance is a new animal drug, Degnan continued, then the developer must 
submit to the FDA an “investigational new animal drug” application for clinical 
research. Later, in the process of seeking to commercialize a product, the developer 
must submit a “new animal drug application,” which involves demonstrations of 
safety to the animal and any resulting food from the animal. The FDA thus has 
both pre-market and post-market control authority over transgenic animals.  

The Government 
Accountability Office released 
a report stating that the risks 

posed by GM plants (in 
terms of allergens, toxins, 
and anti-nutrients) are not 
unique to GM foods, and 

that there was “no plausible 
hypothesis suggesting long-
term harm from GM foods.”  

—Fred Degnan
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According to Degnan, the focus of the new animal drug rubric is: Is the new ani-
mal drug safe for the animal? Is the drug effective (i.e., does the genetic construct 
do what it is intended to do)? And, if dealing with a food-producing animal, is 
the resulting food safe to eat? 

The new animal drug rubric is not a perfect framework for regulating transgenic 
animals, Degnan said. For example, the process is not fully transparent to the 
public, as the FDA must by law keep drug applications confidential. Also, there is 
potential for unregulated activity taking place as “clinical research.” In addition, 
the FDA has not issued any written guidance with respect to its regulation of 
transgenic animals. So, it is not exactly clear and apparent how the review pro-
cess works. 

However, the new animal drug rubric does offer the opportunity for comprehen-
sive regulation, Degnan said, as all transgenic animals fall under the FDA’s 
authority. It also allows for coordination between the FDA’s Center for Veterinary 
Medicine and two other key FDA offices—the Center for Drug Evaluation and 
Research and the Center for Biologics Evaluation and Research. In addition, all 
risks are covered, including risks to humans (via food consumption and vector-
based risks), risks to the transgenic animal (including unanticipated insertional 
mutagenesis and anticipated product-specific effects), and risks to nontarget ani-
mals (via feed consumption, vector-based dynamics concerns, and population 
dynamics concerns). Also, the process provides a foundation for comprehensive 
data collection.

At present, Degnan said, the FDA is trying to decide whether to assume that the 
genetic constructs inserted into animals are GRAS. If the agency does so, he said, 
the regulatory system would shift from a pre-market approval system toward the 
post-market control of food safety (as with GE plants), though the drug or bio-
logic product would still be regulated by the FDA. Under this scenario, animal 
welfare would be governed by the FDA under post-market control and by the 
USDA under the AHPA and Animal Welfare Act. 

The NAS looked at the regulation of animal biotechnology in a 2002 report.� The 
Academy was not overly concerned with food safety issues, Degnan said, but not-
ed concerns regarding risk to nontarget animals and the environment. 

9  National Research Council, Animal Biotechnology: Science-Based Concerns (National Academies 
Press: Washington DC, 2002). See http://dels.nas.edu/banr/reports.php.



In summary, Degnan said the main strength of the FDA’s regulatory system gov-
erning the plant and animal products of biotechnology is that it provides a sci-
ence-based assessment of food safety. The key weaknesses, he said, are a lack of 
dedicated resources to adapt existing regulations to the biotech realm, as well as 
the continuing need to develop and publish review criteria, resolve process issues, 
coordinate interagency scientific expertise, and implement surveillance and 
inspection programs.

In closing, Degnan mentioned possible roles for the states. He said the states could:

< Take part in inspections (i.e., verify compliance); 

< Provide agricultural expertise, including assessing agricultural and environ-
mental impacts and educating people regarding the regulatory process and 
challenges; 

< Interface with non-biotech crop and animal producers to identify issues and 
problems; 

< Focus on communication and cooperation, which is essential for 
handling large-scale problems in specific geographic regions; and 

< Assist with the preservation of market access for non-biotech crops. 

Q&a 
Following Degnan’s presentation, one participant noted that, in many 
state agencies, no staff person is available to conduct inspections. 
Degnan agreed that is an intractable problem. 

Another participant asked Degnan to elaborate on the FDA’s authority 
regarding the production of pharma crops. Degnan said the fields in 
which PMPs are grown are considered “pharmaceutical manufacturing 
facilities.” Therefore, the FDA can inspect those fields and require that 
good management practices be followed. 

This same participant then asked Degnan to clarify the FDA’s authority 
in a StarLink-type situation, in which a trait unapproved by the USDA is 
found in the food supply. Degnan said the FDA can condemn the adul-
terated food on a post-market basis, and, if necessary, enjoin the manu-
facturer if the company continues to produce it. Criminal prosecution is also an 
option, he said.

Finally, a participant asked if the FDA is involved in approving vaccines for ani-
mals—for avian flu, for example. Degnan clarified that the USDA is responsible 
for the review of vaccines and other biologics for use in animals, while the FDA 
reviews biologics for use in humans. 

Transgenic animals 
are regulated under 

the “new animal 
drug” rubric of the 

FDCA.  What is 
regulated is the 
inserted genetic 

construct itself. The 
animal is “along for 

the ride.”   
—Fred Degnan
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Larry Culleen, Arnold & Porter

the ePa’S authOritieS and regulatiOnS tO  
regulate agriCultural BiOteChnOlOgy
Larry Culleen is an attorney in Arnold & Porter’s environmental practice group; 
he previously served in several management positions at the EPA in which he had 
responsibility for the review of biotechnology and traditional chemical products 
and pesticides. Culleen’s talk addressed the EPA’s authorities governing GE plants. 
He discussed TSCA first, then FIFRA.

TSCA was enacted in 1976, Culleen said, so, understandably, Congress did not 
contemplate that it would be used to regulate the products of agricultural bio-
technology. TSCA contains a regulatory scheme for “chemical substances,” which 
are defined as “any organic substance of a particular molecular identity, including 
any combination of such substances resulting in whole or in part from a chemical 
reaction or occurring in nature.” This definition is quite broad, Culleen said. Thus, 
the EPA interprets it to reach virtually any organic or inorganic chemical, includ-
ing microorganisms. However, the law goes on to exclude a number of items, 
including foods, drugs, cosmetics, pesticides, and tobacco. So, its scope with 
regard to products developed via agriculture is limited. 

Culleen said the EPA has stated that if a 
chemical has “undifferentiated uses”—i.e., 
if a company has not articulated that a 
chemical will be used exclusively for one 
of the excluded uses—then it will fall 
under TSCA. So, for a product that is to 
be used as a food and has another pur-
pose, all activities related to the non-food 
uses would be subject to TSCA. Also, 
“manufacturing” includes importation. 
Thus, if a microbe is brought into the 
United States from another country, the 
law applies as if it were manufactured 
here. 

TSCA contains both pre-manufacturing 
and post-market authorities, Culleen said. On the pre-manufacturing side, any-
thing that is “new”—that is not on the EPA’s inventory of chemicals—can be sub-
ject to pre-manufacture notification obligations. A developer of a new substance 
(or microorganism) must notify the EPA 90 days before they make even a small 
amount of it. So research and development, if done for commercial purposes, is 
subject to TSCA. The law also contains pre-market test-marketing and reporting 
requirements. On the post-market side, the law contains requirements for testing, 
information gathering, record-keeping, and reporting. 

The EPA interprets TSCA to reach virtually 
any organic or inorganic chemical, includ-

ing microorganisms. However, the law 
excludes a number of items, including 
foods, drugs, cosmetics, pesticides, and 

tobacco. So, its scope with regard to prod-
ucts developed via agriculture is limited.  

—Larry Culleen
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In 1994, Culleen continued, the EPA proposed rules for regulating GE microor-
ganisms under TSCA; these regulations were made final in 1997. They require 
technology developers who want to produce transgenic microorganisms to notify 
the agency before doing so. The EPA said at the time that the “chemical sub-
stance” definition in TSCA is broad enough to include all GE plants and animals 
not specifically excluded by the law; but, as a matter of policy, the agency decid-
ed the regulation would only cover GE microbes. 

The final rule set up a “microbial commercial activity notification” (MCAN) pro-
cess, which requires the developer of a new microorganism to provide 90 days 
notice before manufacture or import. R&D is exempt from the MCAN require-
ments, though the rule includes a “TSCA experimental release application” pro-
cess to cover certain R&D-type activities. The rule also includes provisions for the 
post-market regulation of GE microbes through the use of “significant new use 
rules,” the reporting of newly acquired substantial risk information, and the 
notice to states of proposed activities involving releases. 

Culleen then went on to describe the Federal Insecticide, Fungicide, and 
Rodenticide Act. FIFRA is intended to ensure the safety and efficacy of pesticidal 
substances, he said. It requires the registration of all pesticides, with some excep-
tions. Notably, biological control agents—including living organisms intended to 
function as pesticides against other organisms—are exempt. The EPA is required 
to establish a “tolerance” (or an exemption) for pesticide residues in or on foods. 
FIFRA’s post-market authorities include re-registration, data call-in, labeling 
improvement programs and PR notices, adverse-effects reporting, cancellation, 
and stop sale, use, and removal orders. 

Culleen said that in 1984, the EPA developed an interim policy stating that devel-
opers must notify the agency of small-scale field trials of microbial pesticides. 
That policy was reiterated in the Coordinated Framework. (Prior to 1984, field tri-
als under 10 acres were exempted.) The agency published a final rule governing 
microbial pesticides in 1994. The rule included notification requirements for non-
contained field trials, provisions for coordinating with states and other federal 
agencies, and registration requirements for certain commercial products.

In November 1994, Culleen said, the EPA released a proposed rule to regulate 
what were then called “plant pesticides” (now “plant-incorporated protectants,” or 
PIPs). The pesticidal material introduced via biotechnology into the plant is what 
is regulated, Culleen explained, not the plant itself. The final PIPs rule was pub-
lished in 2001. It states that tolerances also may be required for PIPs. 

Culleen noted that herbicide-tolerant plants are not subject to FIFRA. The herbi-
cides used on those plants are regulated, but not the plants themselves. 

In closing, Culleen reiterated that the EPA looks at only a small subset of GE 
products. TSCA’s emphasis is on chemicals, not agriculture. FIFRA has an agricul-
ture emphasis, but the agency’s regulations are focused on PIPs and microbial 
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pesticides, not plants. Finally, Culleen noted that other agencies—such as the 
Department of Transportation and Consumer Product Safety Commission—may 
have regulations that could apply to GE products, but these are not often 
discussed. 

Q&a 
After Culleen’s talk, one participant asked why there seemed to be no effective 
linkage between the EPA’s TSCA biotechnology program and state authorities. 
Culleen said it was envisioned that there would be more interactivity between the 
states and the EPA on TSCA-related issues, but that the TSCA program has always 
been driven from the agency’s headquarters. He said the EPA’s regional offices 
each have a staff person designated to handle TSCA issues, so hopefully in the 
future those people will be able to link more effectively with state agencies. 

Next, a representative from the EPA responded to Culleen’s comment that FIFRA 
does not apply to herbicide-tolerant plants. This individual said he believes the 
agency can regulate, under FIFRA, either the transgenic material or the proteins 
expressed that mediate the herbicides in those plants. The agency has not found 
the need to do so, however, because those plants are regulated by the USDA. 

Panel 1 discussion 
Following the talks by Rodemeyer, Bundy, Degnan, and Culleen, facilitator Turner 
Odell asked participants to share ideas or ask questions regarding the issues that 
were raised. The discussion that followed covered: the food safety of experimental 
crops, a legislative fix for the Coordinated Framework, coordination among fed-
eral agencies, the growing of pharmaceutical and industrial chemicals in food 
crops, economic injury to farmers, monitoring, and the reach of state authority.

First, a participant asked which agency is responsible for ensuring the food safety 
of experimental GE crops undergoing field trial. In response, it was noted that the 
FDA is generally responsible for food safety, and the FDA has asked companies to 
consult with the agency as early as possible regarding the food safety of experi-
mental GE crops. Another participant said the FDA has the authority to inspect 
farms growing experimental crops, but they have not seen the need to do so thus 
far. APHIS is responsible for developing and enforcing permit conditions to 
ensure that an experimental crop is properly contained and does not get into the 
food supply in the first place.

Another participant noted that the Coordinated Framework is complex and con-
fusing to outsiders. He asked if Congress or the agencies had seriously considered 
giving one agency responsibility for all biotech-related issues. Several partici-
pants responded that a legislative fix regarding biotech regulation was discussed 
early on, but is now considered politically unpalatable, if not impossible. While 



the current system may be imperfect, one person said, it has worked reasonably 
well and is a known quantity. Many—in the agencies and industry in particular—
would rather stick with the current system than risk having Congress make sig-
nificant and unwanted changes. 

As a follow-up, the questioner asked how coordination works among the FDA, 
EPA, and USDA. Several participants said that a good deal of coordination goes on 
at present among the three agencies. An EPA representative said his agency coordi-
nates closely with APHIS. An APHIS representative said her agency has been work-
ing with both of the other agencies in the process of developing an EIS on poten-
tial changes to her agency’s regulatory system. It was noted later in the discussion 
that the White House Office of Science and Technology Policy (OSTP) historically 
has coordinated overall biotech policy among all three agencies. Some said, how-
ever, that the OSTP has not been as involved during this administration. 

The issue of growing pharmaceutical and industrial chemicals in food crops was 
discussed next. One participant said it seemed reasonable to suggest that the fed-
eral government simply ban the growing of such chemicals in food crops, such as 
corn and soybeans, in the interest of food safety. He asked if this issue was being 
discussed at the federal level. A representative from APHIS said the issue was 
being addressed in discussions over the draft EIS that is being developed. She said 
there are several problems with the idea of a ban, however. 
For instance, growers have the most experience with food 
crops, and thus more knowledge of how to confine them. 
Also, the agencies need to base their decisions on science, 
and it would be difficult to impose such a ban if there 
were no justifiable public health or environmental reason. 

This led to a discussion of whether or not federal agencies 
can act to prevent economic injury to farmers. Such eco-
nomic injury might occur, for example, if a load of con-
ventional or organic grain grown in the U.S. is rejected in 
a European market because it is found to contain a low 
level of a GE material not approved for use there. Several 
participants affirmed that APHIS and the FDA cannot ban 
the growing of a GE crop based on the potential economic 
injury it may cause. A representative of the EPA, however, 
said that under FIFRA it is possible to take potential economic injury into consid-
eration; he said there are cases of chemicals not being approved for manufacture 
because they would cause companies to be unable to export their products. The 
EPA has never taken such an action with regard to a GE product, however. One 
participant argued that the science- and risk-based nature of the U.S. regulatory 
system is a real strength of that system, and that any deviation from that scien-
tific basis is a “slippery slope.” Another participant noted that the USDA’s 
Commodity Credit Corporation does deal with economic issues, in that it can 
reimburse growers for various kinds of economic injury.

APHIS and the FDA cannot ban 
the growing of a GE crop based 

on the potential economic  
injury it may cause. Under 

FIFRA, however, the EPA could 
take potential economic injury 

into consideration.  
—Several workshop participants
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The issue of monitoring was also discussed. A participant noted that, if a PMP is 
being grown in a certain place, and it shows up elsewhere, that is a violation of 
the Plant Protection Act and the USDA can take action against the grower. 
Another participant responded, however, that there is no way to know if some-
thing exists where it does not belong. Only the crop grower or developer would 
know that it happened—and even they may not know. Yet another person pointed 
out that no agency monitors the food supply for unapproved GE events. He noted 
too, however, that in a number of instances companies themselves have informed 
the government when an experimental crop had been inadvertently released. 
Another participant said that industry has tried to be “out in front” in addressing 
issues such as the adventitious presence of unreviewed GE events in the food sup-
ply. He said they very much want the federal government to develop an AP poli-
cy, because it is an important trade issue for them. Later in the discussion, a par-
ticipant said he believes that, more than ever, consumers do not trust companies 
to “do the right thing.”

Finally, the issue of state authority over agricultural biotechnology was raised for 
the first time. A number of participants questioned how much authority the states 
have to regulate GE crops as they see fit, and at what point the federal govern-
ment could (or would) assert its powers of preemption. A participant said, for 
instance, that state legislators are not particularly familiar with the Coordinated 
Framework and how state law could apply, yet they are often faced with constitu-
ents demanding state action. 

One participant said the FDA would likely find it difficult to prove in court that 
federal preemption of a state law was necessary (i.e., that the federal government 
could not do its job properly because of a state law). It would have to make an 
“implied preemption” case, he said, based on the supremacy clause or the com-
merce clause in the U.S. Constitution. He said the FDA’s policy in the past was not 
to bring cases of preemption, but it seems more willing to do so today. Another 
participant, speaking from a USDA perspective, said that if a state took action on 
an issue that was purely intrastate, not interstate, it would be very difficult for 
the USDA to win a preemption case. 

A participant from California said that five county governments in his state have 
passed ordinances banning the growing of GE crops. The government have based 
their actions on the power of the local planning commissions to set zoning rules. 
Two other counties have not banned GE crops outright but have set up hurdles 
that strongly discourage the planting of GE crops. He said he thinks it would be 
difficult for a federal agency to assert preemption in these situations. A partici-
pant with experience at the FDA said that agency’s primary areas of preemption 
would have to relate to food safety, drug safety, or labeling. The California ordi-
nances might be challenged by biotech companies, he said, on the grounds of 
arbitrary and capricious use of power or some other legal argument, but he 
agreed it would likely not draw a preemption challenge from the FDA. (The issue 
of preemption was discussed at length on Day Two.)
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Finally, a participant noted that the U.S. House passed and the U.S. Senate is con-
sidering HR 4167, which would remove the states’ authority to develop their own 
food adulteration rules. If that law passes, and he said it may, states will not be able 
to pass any law relating to food adulteration that is not identical to federal law. 

Panel 2: recent federal aGency activities 
The second panel included presentations from three current federal agency offi-
cials: Cindy Smith from APHIS, Mary Ditto from the FDA, and Jim Jones from the 
EPA. Each spoke about his or her agency’s current and potential future activities 
regarding the regulation of GE products. 

Cindy Smith, Ph.D., APHIS, USDA

uSda: regulatOry ChangeS and State PartnerShiP
Cindy Smith is Deputy Administrator of Biotechnology Regulatory Services (BRS), 
a program within APHIS. She spoke to participants about the agency’s recent and 
proposed activities regarding the regulation of GE plants. The following summa-
rizes her talk, as well as more detailed information she provided at participants’ 
request on Day Two.

Smith said the BRS is working on a programmatic environmental impact state-
ment, which will help to pave the way toward revised APHIS regulations govern-
ing GE plants. The EIS is scheduled to be issued this fall (Fall 2006). The BRS has 
completed a draft of it and is in intensive discussions with other agencies regard-
ing its content. Smith said her talk would foreshadow what will likely be included 
in the EIS, though she emphasized that the ideas are still being discussed and 
could change before the EIS is released. 

The BRS is excited about using the noxious weed authority in the new Plant 
Protection Act to regulate GE plants, Smith said. (As discussed previously, this 
authority has not been used to regulate GE plants to date. The existing regulatory 
scheme is based on the old Federal Plant Pest Act, not the Noxious Weed Act. The 
new Plant Protection Act merged those two laws, so that a broader array of pro-
visions can now be used to regulate GE plants.) The definition of “noxious weed” 
in the PPA is broad enough to cover essentially every kind of GE plant, Smith 
said. It also will give the BRS authority to regulate for public health and environ-
mental protection. The agency will not seek to supersede the FDA’s role with 
regard to public health, Smith said, but the new law will allow the BRS to work 
more closely with the FDA and to have the regulated community do so as well. 

Smith said the BRS is envisioning a new multi-tiered, risk-based permitting sys-
tem for GE plants. It would include four “tiers” of permits for GE plants, differen-
tiated by level of risk. 



The first tier would include low-risk GE products that the agency knows to be 
safe, Smith said. These plants would have to meet APHIS’s current environmental 
standards, plus the agency would encourage developers to take the plants to the 
FDA for a food safety assessment before they are field tested. Then if a first-tier 
plant that had been assessed by the FDA for food safety appears in the food sup-
ply at a low or intermittent level, APHIS would simply hold the company 
accountable for permit conditions. Because the product had already been proven 
safe to eat, APHIS would not need to recommend a costly food recall and an 
after-the-fact food safety assessment. Smith said APHIS’s web site would contain 
links to the FDA’s food safety assessment for each plant. Also, she said APHIS 
will be establishing a clear adventitious presence policy, separate from the EIS 
and the new permitting process. Smith said it would remain possible for a com-
pany to field test a first-tier GE plant without an early food safety assessment 
from the FDA. If a company chooses to do this, however, APHIS would limit the 
field test plots to very small acreage. 

Smith then skipped to defining the third tier. She said the third tier would include 
pharma and industrial crops, for which the EIS will propose a new system of reg-
ulation. A long-term “game plan” for each of these crops would be developed 
between APHIS, the company, and the relevant states, outlining how the crop will 
be grown and processed. The system will be transparent, Smith said; the company 
would have to provide a “plain English” description of what they are field testing 
and why the public should feel comfortable with the conditions under which it 
will be grown. (Smith said APHIS is interested to know how states want to be 
involved in this new mechanism.) She noted that APHIS would require extreme 
isolation for these types of crops, more frequent inspections than at present, and 

more detailed recordkeeping. The agency’s 
energy is focused on preventing these 
types of crops from getting into the food 
supply, she said. 

Theoretically, Smith said, a pharma or 
industrial crop in the third tier could be 
“deregulated” if it met some very tough 
requirements. Since APHIS must have a sci-
ence-based system, the agency cannot 
make a blanket statement today that these 

crops will never be deregulated at some point in the future. However, she said, the 
agency really does not anticipate that industrial or pharma crops will be deregulated.

If a company seeks a food safety assessment of a pharma or industrial crop, Smith 
said, and the FDA is comfortable that the crop is in fact safe for human consump-
tion, then the crop would move into the second tier of regulated articles. Other 
crops that do not meet the definitions of the first or third tiers—such as GE trees 
and perennials—would likely fall into the second tier as well. Smith said plants in 
the second tier would be treated essentially as most GE plants are treated today. 

The BRS is envisioning a new multi-tiered, 
risk-based permitting system for GE plants. 
It would include four “tiers” of permits for 
GE plants, differentiated by level of risk.  

—Cindy Smith
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The fourth tier would include GE plants that are known to be toxic or otherwise 
harmful, Smith said.

Smith noted that her agency has had very good cooperation and dialogue with 
the FDA regarding the concept of early food safety assessments. She said the FDA 
will need adequate resources to conduct the assessments, as will the USDA to 
manage the entire program. 

The EIS underway will also address issues relating to the importation of biotech 
commodities for food or feed, Smith said. In this regard, they hope to offer a sci-
ence-based model for the rest of the world. For example, in regards to potential 
impact that an imported biotech food or feed may have on our environment, the 
agency will look at an impacted commodity in terms of how easy it could be to 
plant, propogate and persist in the United States. 

The EIS will also address the deregulation process. Smith said she expects this 
process will evolve into something that looks more like an “approval,” or an 
“approval with conditions.” She noted that the U.S. is the only country to talk 
about “deregulation,” and the concept is confusing to the public and U.S. trading 
partners. So, APHIS would like to use terminology that others understand better. 

Smith said the agency also hopes to address the issue of transgenic animals. They 
are seeking ways to leverage the new Animal Health Protection Act to develop a 
comprehensive regulatory framework for transgenic animals and insects. APHIS 
will determine what it can do under this authority, she said, and then coordinate 
with the FDA. APHIS currently has a “120-day task force” working to expedite a 
transgenic animal regulatory framework. 

Smith also discussed coordination with state agencies. She said the BRS already 
often interacts with states regarding notifications and permits, and that several 
recent activities involving the states have taken place. First, a State Liaison posi-
tion has been created at the BRS, and Catherine Preston has been hired to fill that 
position. Preston will be the primary point of contact for state officials at the BRS. 

Second, discussions with NASDA regarding confidential business information 
(CBI), the first NASDA–Pew Initiative meeting, have led APHIS to begin work on 
a new regulation on that topic. The draft regulation will be ready in 6 months or 
more. What they hope to propose, Smith said, is a regulatory change that will 
allow APHIS to share CBI with state regulatory officials. To do so, APHIS will 
enter into a memorandum of understanding (MOU) with states who prove they 
can protect CBI. The agency will then share the CBI via a new database, through 
which state agency officials will be able to view information but not actually take 
possession of it. This will enable state officials to get the information they need 
without violating state open-records laws.

Third, APHIS now has a cooperative agreement with NASDA to create a state 
inspection pilot program. Through this program, the BRS and NASDA are explor-
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ing the feasibility of having states perform notification inspections, thereby pro-
viding state officials with an increased role in the federal regulation of GE crops. 
In 2005, inspectors from 22 states were trained in how to conduct these inspec-
tions; the inspections themselves will take place this year. State inspectors will be 
able to perform inspections on their own following two successful inspections with 
APHIS. NASDA will reimburse states (with APHIS funds) for the cost of training 
and inspections. This fall, Smith said, APHIS will evaluate the pilot program.

Fourth, APHIS also has a cooperative agreement with the National Plant Board 
(NPB), through which the NPB has conducted a detailed survey of states regard-
ing state/federal cooperation and APHIS’s ideas for modifying their regulations. 
As a result of the survey, APHIS and the NPB have developed a list of action 
items, some of which have already been addressed. For example, APHIS has 
begun to develop individual agreements between the BRS and the states; put 
together a staff contact list, so state officials know whom to call if they have a 
problem; developed two training courses for state officials on the regulatory pro-
cess; conducted an assessment of the states’ ability to protect CBI data; and 
developed a series of brochures on APHIS’s regulatory authorities and system. 

APHIS has tried to work with individual states where needed, Smith said. They 
have worked closely with Hawaii, for example, whose situation will be discussed 
in another presentation later in the day. APHIS officials visited the state, supported 
them in a lawsuit, created state-specific information materials, provided limited 
funding for projects, provided a part-time staffperson for communication in that 
state, and provided individuals who could testify before their state legislature. 

Smith said APHIS also has a cooperative agreement with the National Conference 
of State Legislatures (NCSL) to provide information to state legislators about bio-
technology regulations. Also, the NCSL manages a database of state biotechnol-
ogy legislation, which helps the BRS remain apprised of current state initiatives. 

Finally, Smith mentioned two ways in which states could assist APHIS. First, she 
asked state officials to provide input as to what type of mechanism they would 
like to see for the regulation of pharma and industrial crops. Second, she said 
APHIS faces a challenge with regard to the state concurrence process. APHIS 
waits to issue permits and notifications until states concur, but lately it is taking 
more and more time for states to do so. The agency recently had 160 overdue 
notifications as a result. So, Smith asked for help in getting states’ concurrence in 
a more timely manner. In closing, Smith asked the state agency representatives 
present to please share with her how she could make their lives easier. 

Q&a
In response to a question, Smith clarified that their new regulations will not be based 
solely on the PPA’s noxious weed authority, but on all of the authorities in the PPA, 
including the plant pest and noxious weed authorities. Smith said there will simply 
be a broader definition of “regulated article” based on all the available authorities. 



On day two during a full-group discussion, participants had a number of addi-
tional questions for Smith. First, a participant asked if the FDA will be doing food 
safety assessments for GE plants not intended for use as food or feed. Smith said 
the FDA’s early food safety assessment guidance is focused solely on proteins 
intended for food or feed. However, the FDA has indicated to APHIS that it is 
willing to conduct assessments for plants not intended for the food supply as 
well. Smith said the FDA is having internal discussions regarding whether to issue 
a separate guidance on that topic. Another person pointed out that some flexibil-
ity will be needed, because there may not be enough data available early on to 
determine food safety. 

Several questions for Smith focused on the topic of adventitious presence, or AP. 
Smith first clarified that APHIS uses the term “AP” only to mean low or intermit-
tent levels in the food supply of a GE trait that has not yet cleared the U.S. regu-
latory system. (Others sometimes use the term more loosely to mean the mixing 
of non-GE crops with any GE crop.) In response to a question, Smith said APHIS 
will not be setting specific AP levels or thresholds. Rather, they will define AP as 
“low and intermittent” levels and will assess each case indi-
vidually. She also clarified that no AP would be considered 
allowable for pharma or industrial crops—the focus for those 
crops will be on strengthening safeguards and confinement 
so there will be no AP. For first-tier crops undergoing field 
testing, however, APHIS will establish criteria for when and 
where AP is acceptable. The AP policy will be issued some-
time after the EIS is completed. 

Participants also asked whether APHIS and the FDA would 
create “fee-for-service” systems in order to fund these pro-
grams. Smith said APHIS could get authority to do that, but 
for now it does not see the need to. An FDA participant said 
her agency only charges fees for reviews of color additives 
in foods, not for food or food additive reviews. 

In response to other questions, Smith clarified that a mecha-
nism will remain in place through which a deregulated prod-
uct can be brought back into APHIS’s purview if new infor-
mation comes to light. Also, the agency will address the issue 
of the disposition of hazardous plant material from bioremediation applications. 
Finally, a participant asked if APHIS’s EIS would address issues raised in a recent 
Inspector General’s report. Smith said the EIS would address the issues in that 
report with which the agency agreed. She said the report made some recommen-
dations that would have abandoned a science- and risk-based approach in order 
to use fewer resources, but the agency was not going to accept those 
recommendations. 

Discussions with NASDA 
regarding confidential  

business information have 
led APHIS to begin work on a 
new regulation on that topic. 
What they hope to propose is 
a regulatory change that will 
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CBI with state regulatory  
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—Cindy Smith
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Mary Ditto, Ph.D., FDA

the fda’S aPPrOaCh tO the Safety Of fOOdS  
derived frOm BiOengineered PlantS
Mary Ditto works in the Office of Food Additive Safety, which is in the Center for 
Food Safety and Applied Nutrition in the Food and Drug Administration. Ditto’s 
office deals with biotech notifications, food additives, and “generally recognized 
as safe” (GRAS) determinations. Her talk covered the FDA’s approach to food and 
feed made from bioengineered plants. 

First, Ditto discussed terminology. She said she uses “food” as a shorthand word 
to mean both human food and animal feed, and “bioengineered” to mean “plants 
derived from modern biotechnology.” She prefers not to use the term “genetically 
modified,” since there are many ways plants can be modified genetically.

Hybridization and other traditional methods of altering plants have long been suc-
cessful, Ditto said, and food safety problems have been rare. Beginning in the 1980s, 
rDNA was the new challenge. Recombinant DNA techniques permit the isolation and 
transfer of single, well-characterized genes from diverse organisms. There is no spe-
cies barrier. The question is, do these plants present unique safety issues?

Insulin was the first rDNA product regulated by the federal government, Ditto 
said. Under the Coordinated Framework, safety assessment is based on product 
characteristics rather than the process of genetic engineering itself. 

Ditto then described how a bioengineered product is 
regulated, using Bt corn as example. Bt corn is a crop 
that has been genetically engineered to contain a gene 
from the bacterium Bacillus thuringiensis, which is a 
natural pesticide. The USDA regulates the import, move-
ment, and growth of Bt corn. Once a grower begins 
planting sizable acreage of a new variety of Bt corn, he 
has to get an experimental use permit or an exemption 
from the EPA. The EPA is responsible for the environ-
mental and food safety of the Bt gene, the protein, and 
the selectable markers used. The FDA then looks at the 
safety of food and feed developed from the corn. Ditto 

said this three-pronged system provides for a very robust review, as each product 
is looked at by a number of different experts in three agencies. In her office, Ditto 
said, at least five people with expertise in a range of disciplines review these 
products. 

Ditto then described the FDA’s statutory authority regarding bioengineered foods. 
She said the Food, Drug and Cosmetics Act (FDCA) gives the FDA authority to 
regulate food, feeds, food and color additives, and the labeling of foods. Under 
this law, the agency ensures the safety and proper labeling of foods and food 

Under the Coordinated 
Framework, safety assessment is 
based on product characteristics 

rather than the process of 
genetic engineering itself.  

—Mary Ditto
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substances. The FDA also regulates, under the FDCA, human and animal drugs, 
medical devices, cosmetics, and human vaccines and biologics. Ditto said the FDA 
regulates products equaling 25 cents of every dollar spent on consumer goods. 

Two provisions in the FDCA give the FDA authority to regulate food, Ditto said—
the post-market adulteration provisions for food (Section 402(a)(1)) and the pre-
market approval provisions for food additives (Section 409). Under Section 402, 
the purveyors of food have a legal responsibility to ensure that their food is safe. 
The FDA can act if a company fails to ensure that safety. Under Section 409, food 
additives must be approved before marketing unless they are exempt. Exemptions 
are granted, for example, for substances that are either GRAS, pesticides (which 
are regulated by the EPA), or dietary supplements. 

In 1992, Ditto continued, the FDA issued a statement of policy for foods derived 
from new plant varieties, including bioengineered crops. She said the agency used 
decision trees to illustrate how to scientifically determine safety. For intended 
modifications, they look at the identity, structure, function, source (for allergenic-
ity), nutrition, and digestibility of the new substance, as well as at dietary expo-
sure. For potential unintended modifications, they look at genetic stability and 
composition (i.e., nutrients and toxicants). 

The FDA uses today’s food as the standard of comparison in determining food 
safety. Thus, new varieties are evaluated relative to their traditional counterparts. 
It’s a case-by-case, multi-disciplinary assessment, Ditto said, that involves look-
ing at agronomic and quality characteristics and genetic, chemical, and nutrition-
al analyses. If questions remain, the agency will ask for additional information, 
including toxicological tests. 

In 1996, Ditto said, the FDA issued guidance regarding consultations between the 
agency and the developers of food derived from bioengineered crops. Under this 
guidance, each developer meets with the FDA to discuss scientific and regulatory 
issues, tests the new plant variety to ensure that all safety issues are addressed, 
and submits a safety evaluation to the agency. The FDA’s biotechnology evalua-
tion team evaluates each submission. There are two stages—initial consultation 
and final consultation—and the end result is a memo and letter. The letter is not 
drafted until the agency is confident the product is safe, Ditto said. 

Ditto said the agency’s goal is to ensure that new food is as safe as today’s food. 
To date, 68 bioengineered varieties have undergone the FDA’s process, though not 
all are on the market.   

Next, Ditto noted that the FDA’s regulatory approach is consistent with the prin-
ciples and guidelines in Codex Alimentarius, the international standard-setting 
body. Codex has two guidelines: one for safety assessments of foods derived from 
rDNA plants, and one for safety assessments of foods produced using rDNA 
microorganisms.
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Ditto then talked about new initiatives at the FDA. In 2004, she said, the agency 
proposed guidance regarding early food safety evaluations of new, non-pesticidal 
proteins produced by new plant varieties intended for food use. If a technology 
developer adds a substance that’s intended to be in food, Ditto said, they likely 
know a lot about that substance before they plant the crop. An early food safety 
evaluation would enable them to share that information with the FDA. The agen-
cy proposed that developers submit their evaluations before there are concerns 
that the new protein could enter the food supply. Whether the FDA looks at a 
substance early or at a later time, Ditto said, the agency never “approves” a sub-
stance; they do not have statutory authority to require approvals of whole foods. 
Rather, when the FDA is satisfied that a product is safe, the developer receives a 
letter saying that the agency “has no more questions at this time.” 

In summary, Ditto said the FDA’s focus is the protection of public health, notifica-
tion and appropriate labeling, sound science, transparency, and public confidence. 
She also noted that all three agencies involved in the regulation of GE plants now 
have a single, unified web site, at http://usbiotechreg.nbii.gov. 

Q&a
In a brief question-and-answer period, one participant asked if the FDA allows for 
the voluntary labeling of GE products. Ditto said voluntary labeling is allowed so 
long as it is truthful and not misleading. She also noted that the agency has pub-
lished a guidance document on that topic.

Jim Jones, EPA

the envirOnmental PrOteCtiOn agenCy and BiOteChnOlOgy
Jim Jones is Director of Pesticide Programs at the EPA. His talk covered the EPA’s 
role under the Coordinated Framework regarding biotechnology regulation, as 
well as activities that are forthcoming at the agency.  

Jones said the EPA regulates the subset of biotech products that contain pesti-
cides, known as plant-incorporated protectants. The agency regulates the PIPs 
themselves, not the plants, and all PIP products to date have been proteins. The 
EPA is not going to regulate pharma crops or those containing industrial chemi-
cals, Jones said. They do regulate the herbicides (e.g., Roundup®) that are used on 
herbicide-tolerant crops, but not the herbicide-tolerant crops themselves. 

The Federal Insecticide, Furgicide and Rodenticide Act (FIFRA) and the FDCA are 
the two statutes the EPA uses to regulate PIPs, Jones said. The agency issues reg-
istrations, tolerance actions, and experimental use permits, just as it does for con-
ventional pesticides. In reviewing PIPs, the agency looks at toxicity, allergenicity, 
and other possible effects on human health and the environment, including on 
nontarget species. 



With regular pesticides, the label contains requirements for use, and state agen-
cies typically enforce those requirements. PIPs pose a problem for states, Jones 
said, in that they cannot be labeled in the same way. So, it is difficult for states to 
enforce their proper use.  

Jones said the EPA’s regulatory philosophy is that an active ingredient not found 
in any currently registered product is considered a “new active ingredient,” and 
as such it receives a more extensive review than products containing existing 
active ingredients. The EPA considers each unique transformation event to be a 
new active ingredient. A new PIP product could contain a single new active 
ingredient, two or more new active ingredients from a single genetic transforma-
tion, or a single new active ingredient combined with an existing active ingredi-
ent. “Stacked” products are those with two or more active ingredients; Jones said 
the agency reviews those both separately and together. An example of a stacked 
product is Bollgard II® cotton, which contains both Cry1Ac and Cry2Ab2.

The EPA requires an experimental use permit for any PIP grown on more than 10 
acres. This is an area in which the agency has run into challenges with states 
relating to confidential business information, Jones said. State officials would like 
to know where plants are being grown under EUPs, yet they 
may not be able to protect CBI due to open records or 
“sunshine” laws. But the EPA is required by law to protect 
such information. 

Jones said the EPA’s pesticide program is very transparent, 
in that the public can view the data that support the agen-
cy’s decisions. Full risk/benefit assessments are posted on 
the agency’s web site for PIP products, as are the records of 
science advisory committee meetings. Also, Jones said, EPA 
staff are willing to assist state and local officials with any 
questions they may have. 

Jones then mentioned several new issues the agency is 
addressing. The first is adventitious presence. In order to 
ensure that low levels of unreviewed substances do not get 
into the food supply, Jones said, the agency is focused on 
the containment of PIPs and PIP pollen in field trials. The 
EPA has developed a new AP policy that is currently undergo-
ing interagency review; Jones said he hopes it will be ready for release in about 
three months. He said that containment of PIPs via the destruction of a crop before 
it can pollinate, or via the bagging and de-tasseling of the crop (in the case of 
corn), can negate the need for a tolerance or tolerance exemption. Without a toler-
ance and containment, Jones said, the harvested crop must not enter commerce, 
and the outcrossing of PIP pollen must be prevented regardless of the test plot size.

The second issue the agency is addressing is the reporting of PIP production. The 
EPA has regulations for reporting, Jones said, but they are not specific to PIPs. For 
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conventional pesticides, producers must report things such as “gallons of active 
ingredient.” These requirements do not translate well to PIPs, yet they still apply. 
So, the agency is working to clarify reporting requirements for PIPs specifically. 

Third, the EPA is working to articulate in regulations the specific data require-
ments for submitting a PIP for review. The data requirements for PIPs are current-
ly based on those for microbes, because all the PIPs seen to date have come from 
microorganisms. Initial work group meetings on this subject are being held, Jones 
said, and public comment will be sought and at least one science advisory panel 
meeting held in the course of developing the rule. 

In conclusion, Jones said EPA staff at both the senior and operational levels work 
closely with their colleagues at the FDA and USDA to implement the Coordinated 
Framework. Jones said he looks forward to enhancing the agency’s relationship 
with the states on PIPs regulation.

Q&a
One participant asked Jones about tolerances for PIP residues. Jones explained 
that PIPs are exempt from requiring a tolerance, because the agency believes PIPs 
are safe at any level in the dietary context. 

Panel 2 discussion
In the discussion period that followed the presentations by Smith, Ditto, and 
Jones, participants touched on issues relating to GE nematodes and mosquitoes, 
documents forthcoming from the agencies, federal agency interaction with state 
agencies, testing of the food supply for unapproved events, keeping up with new 
biotech developments, and homeland security.

First, one participant asked which federal agency was responsible for regulating GE 
nematodes and mosquitoes, which she said are both being developed at universi-
ties. The federal officials present said they were not sure whether the EPA or USDA 
would regulate GE nematodes, but that one of them would definitely cover it. One 
participant said the USDA would likely cover GE mosquitoes under the Animal 
Health Protection Act (AHPA). 

A participant then asked Smith to elaborate on what APHIS’s EIS would contain. 
She said it would lay out the different possible changes that APHIS is considering 
making to their regulations. For the rules governing GE pharma and industrial 
crops, for example, the EIS will lay out five possible regulatory options. The doc-
ument will evaluate the environmental impacts of each of those options, and then 
set forth a recommended alternative. The public will have an opportunity to com-
ment on all aspects of the EIS. After receiving and reviewing the comments, 
APHIS will issue a final EIS and then draft a new regulation based upon it. The 
CBI regulation is on a separate track, Smith said, unrelated to the EIS. Smith said 
she expects a draft CBI regulation to be issued in about eight months.



Another participant asked if either the EPA or FDA was expected to issue new 
regulations in the near term. An EPA representative said his agency is working on 
a rulemaking on data requirements, and possibly (though not definitely) on 
reporting requirements. The FDA representative said that her agency had recently 
released proposed guidance regarding early food safety assessments, but that no 
new regulations were expected on that or any other biotech-related topic. In 
response to further questions, Ditto explained that the guidance document stipu-
lates that the agency will post food safety submissions and the FDA’s responses 
on the internet, once they are completed. The guidance does not set a “bright 
line” for when a company should come to the agency for an assessment, because 
each situation is unique. That said, she continued, it seemed clear that APHIS’s 
concept of encouraging a food safety assessment for some plants before a permit 
could be granted, and the FDA’s guidance document recommending early food 
safety assessments, would together ensure that food safety assessments are con-
ducted early in the technology development process. 

A participant then asked if any of the federal agencies work with state agencies 
other than the state departments of agriculture—for example, state fish and game 
agencies or departments of public health. From the responses it appeared that 
only the EPA might do so, if the state pesticide office were in a state environmen-
tal agency. A related question was whether 
APHIS officials work with the animal coun-
terpart to the National Plant Board. An 
APHIS representative said its Veterinary 
Services office has had a long relationship 
with that organization. 

Also during this discussion period, a partici-
pant asked if any agency was testing the 
food supply (domestic and imported) for 
unapproved GE events. The short answer 
seemed to be “no.” With pesticide residues, 
one federal official explained, you know 
what you are looking for and how to find it; 
it is not that simple with products of bio-
technology. Tests for GE products are event-
specific, so if you do not know what you are 
looking for, you cannot test for it.

This led to a broader discussion about how the federal agencies know what is 
being developed in laboratories here and around the world. An FDA representa-
tive said her agency is in regular dialogue with companies domestically and over-
seas, and governments abroad, regarding what is “in the pipeline.” For example, 
U.S. and Chinese officials take part in a technical working group in which new 
developments are discussed. FDA officials also attend scientific conferences to 
hear about what is being developed. An APHIS representative said the BRS 
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employs one person whose sole focus is to keep the agency informed about where 
the technology is going and what products are in development. The agency’s 
Office of Science also keeps track of where the underlying science is heading. She 
said APHIS hopes to have, within the next two years, a small staff that would 
regularly scan what is being developed internationally, so they can conduct risk 
assessments before products reach U.S. borders. A representative from the EPA 
said that, in terms of imports, the agency has authority to require importers to file 
notifications with Customs regarding new chemical substances that are being 
brought into this country. Domestically, he said, the agency keeps up with new 
developments in the field primarily through regular conversations with trade 
associations and companies themselves. 

Finally, one participant asked whether federal agencies had National Incident 
Management Systems (NIMS) in place to deal with homeland security situations 
that may arise regarding biotech products. He said NIMS is being used at the state 
level to good effect. An APHIS representative said they recently decided that a 
NIMS-like approach for biotech-compliance problems would be very useful, and 
they are hoping to develop such a system with the EPA and FDA. An FDA repre-
sentative said their Office of Emergency Response has considered how it would 
deal with a biotech-related emergency. 

Panel 3: state exPeriences witH  
tHe coordinated fraMework

The third panel was composed of four individuals who could provide insight into 
state agricultural agencies’ experience with the Federal Coordinated Framework. 
Adrian Polansky from Kansas spoke first, followed by Robin Pruisner from Iowa 
(representing the National Plant Board), Carol Okada from Hawaii, and Paul 
Liemandt from Minnesota (representing the Association of American Pesticide 
Control Officials). 

Adrian Polansky, Kansas Department of Agriculture 

Better defining the State-federal PartnerShiP fOr 
agriCultural BiOteChnOlOgy
As mentioned, Adrian Polansky is Secretary of Agriculture for the state of Kansas, 
as well as chair of NASDA’s Biotechnology Task Force. Polansky began by saying 
that many advances are possible in the field of agricultural biotechnology, and 
the more those advances mirror the needs and desires of the pubic, the greater the 
likelihood of public acceptance. He said the future of agriculture and humanity 
will be brighter with biotechnology than without it.  



One major challenge today, Polansky said, is the organized and permanent oppo-
sition to corporations and technology generally, including biotech companies and 
biotechnology. In many ways, he said, biotech advocates have made that criticism 
easy with some of the mistakes they have made. But there is just as much opposi-
tion to hypothetical problems, Polansky suggested, as to those that have actually 
taken place. Polansky argued that public policy is better served when all opinions 
are well-informed rather than steeped in false perceptions.

Next, Polansky shared a quotation from the summary of the USDA Biotechnology 
Challenge Forum, held in 1987. He said the statement is for the most part accu-
rate and relevant today:

Biotechnology is changing research. The objective of agricultural research for 
most of the past century has been to increase food production to keep world 
demand from outstripping food supplies…Biotech techniques and tools can 
convert plant and animal material to more valuable new products…enhance 
the desirable characteristics of plants, animals, and microbes and eliminate 
their undesirable traits…Commercialization of biotechnology in the 
agricultural area has lagged behind comparable developments in the health 
care area…[I]t cannot be stressed enough that we are [by comparison, still] 
in the early stages of the R&D process in plant genetic engineering…but 
the picture is changing rapidly, [with] better tools, methods, expertise…The 
ultimate goal of genetic manipulation of plants is to shorten the time period 
for improving important crop plants.

Polansky then shared several other comments from 
that Forum. He said Karen Rogers of Monsanto 
pointed out that “biotechnology simply is 
moving ahead too quickly for the public to 
assimilate its advances into their existing edu-
cation, religious, and social frameworks,” and 
that Monsanto is “only too well aware that 
negative attitudes about environmental and 
health issues can seriously undermine the 
progress of biotechnology research and devel-
opment.” Winston Brill from Agracetus 
stressed in that Forum that scientists must take a more active role in educating 
the public or face being saddled with irrelevant and frustrating barriers.

In the minds of many attendees of that conference, Polansky said, Europe and 
Japan were far ahead of the United States. The summary said, “the U.S. might 
become the high-cost producer in a glutted world market” if the regulatory cli-
mate in the U.S. became too burdensome. Yet we have come a long way, Polansky 
said. In Europe, public sentiment against GM foods runs high. The organized 
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resistance to biotechnology here in the U.S. has also thrown up roadblocks, and 
mistakes have been made along the way. But, he said, progress has also been 
made.

Even though the Coordinated Framework is not easy to follow, Polansky said, it 
has stood the test of time, at least within the regulatory community. We have 
embarked on a new frontier, he continued, with pharmaceutical and industrial 
crops at our doorstep. We still need to educate the public and be transparent 
about issues of public concern. Regulators, as well as scientists, all need to be 
skilled teachers. And while much of the concern in 1987 was about over-regula-
tion, now many industry representatives welcome some governmental oversight. 

In 1989, Polansky continued, the USDA held a series of regional meetings on bio-
technology policy. Those who were at the meetings speak highly of the relation-
ships nurtured between state and federal cooperators at that time, he said, and 
new efforts at cooperation hold the possibility of being even more fruitful.

After 20 years’ experience with the Coordinated Framework, Polansky said, the 
roles envisioned for the federal and state agencies are still fairly much intact. 
State agencies have a collective belief, however, that the sharing of more infor-
mation may be needed to get us through the next decade of biotechnology regu-
latory hurdles.

Polansky said he realizes that many in the federal government might prefer that 
the states not be involved in the regulation of biotechnology. And many at the 
state level would concur! However, state officials daily meet with citizens who 
expect them to have answers. For the most part, Polansky said, states do not need 
the depth of data that the federal agencies need to do their jobs. But leaving 
states out of the loop invites legislative inquiries and opens doors for organized 
opposition to criticize the technology and what may appear to be a lack of over-
sight. When the states have cooperative, complimentary regulatory programs for 
“regular” products but not for biotech products, he said, the public can jump to 
conclusions.

NASDA believes states need to work with their federal partners if valuable agri-
cultural products of biotechnology are to reach the marketplace, Polansky said. 
He said the states hope to:

1. Forge a lasting relationship with federal partners on the regulation and over-
sight of agricultural biotechnology products.

2. Help frame the initial and priority issues that may need to be resolved.

3. Identify other issues that NASDA’s Biotechnology Task Force can commit to 
working on in order to advance this stage of biotechnology regulation.

4. Set in motion a renewed NASDA effort to assist in advancing biotechnology 
where appropriate and to regulate biotechnology products where needed.
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Polansky said that all participants need to come away from this workshop 
with a collective knowledge of the current system and what role each party 
needs to play to reach the next step. This meeting is perhaps historic, he 
said. The federal agencies and the states have worked cooperatively on 
many issues in the past, but seldom have they had this type of open dia-
logue on possible ways to assist one another. Polansky said NASDA mem-
bers are grateful for the respect this gesture symbolizes, and he assured the 
federal officials present that the respect is mutual. While participants will 
take a closer look at some areas where things have not worked perfectly in 
the past, he said, our interest is in finding methods to support the valuable 
products of biotechnology in the pipeline, to assure that the regulatory hur-
dles are appropriate, and to ensure that officials at the state level are ade-
quately in the loop to perform their roles properly, help the federal agencies, 
and be recognized as an important part of an appropriate and effective reg-
ulatory system. 

Robin Pruisner, Iowa Department of  
Agriculture and Land Stewardship

natiOnal Plant BOard State Survey
Robin Pruisner is State Entomologist with the Iowa Department of Agriculture 
and Land Stewardship. She spoke at the workshop as a representative of the 
National Plant Board (NPB). 

Pruisner said the BRS asked the NPB to conduct a survey of its state members, to 
help the BRS understand and consider the needs and concerns of the states when 
it revises its regulations. The NPB formed a committee to carry out the survey, to 
which 75 percent of states responded. 

The survey was sent to NPB members, Pruisner explained, who are typically state 
plant regulators, including entomologists, plant pathologists, horticulturalists, and 
biologists. The members generally do not include plant breeders or molecular 
geneticists. NPB members’ jobs include detecting, managing, and eradicating 
plant pests; overseeing and providing permits for the movement of plants and 
plant products (intrastate and internationally); as well as focusing on consumer 
protection, seed laws, and biotechnology. 

Pruisner said the survey focused on eight major topics: implementation roles, 
state and local legal authority, communication and coordination, information 
access, education, compliance and inspections, process, and public participation. 
Three overarching issues emerged as the committee analyzed the data, Pruisner 
said: communication, roles and responsibilities, and education. Pruisner then 
summarized the results of the survey in each of the eight topic areas.
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1. Implementation Roles
The NPB first asked states about their desired role in the regulation of biotechnol-
ogy. Pruisner noted that some states have enacted laws providing for the state regu-
lation of biotechnology, but many have not. The survey found that most states are, 
and prefer to be, routinely involved in some way in BRS permitting and inspection 
activities. It also found that states may have a limited ability to be involved because 
of CBI concerns, lack of trained staff, and liability issues. But state officials do have 
a strong desire to be knowledgeable about biotech-related activities in their states, 
and states value the opportunity to provide their perspectives to the BRS. 

2. State and Local Legal Authority
The survey covered a number of topics relating to state and local legal authority. 
Many states do not have laws that specificially regulate agricultural biotechnol-
ogy, but other laws, such as plant pest, organic certification and seed laws, do 
allow states to provide oversight. And, it is possible that some of those state laws 
may conflict with the federal Plant Protection Act. Additionally, the survey found 
that of the states that responded (20) do not allow local governments to regulate 
biotechnology. The survey did find that five states do allow local control.  

Under this topic, the survey also revealed the following:

< If the BRS expands its purview, states are concerned about workload, whether 
or not the new regulations will be science-based, and whether the expansion 
of BRS authority would take authority away from the states.

< Some states will have difficulty protecting CBI. (Pruisner noted that the NPB 
and BRS have been working on this issue since the completion of the survey.)

< States would like to see inspection sites prioritized by risk. Over half of 
respondents felt current permit conditions are adequate, but concern was 
expressed about pharma and industrial crops near same-crop plantings. 

< Three-quarters of respondents said no gaps in regulatory authority exist. They 
said the BRS should expand its purview, however, to include risks from nox-
ious weeds, algae, and insects. 

< Respondents would like to see consideration given to whether a GMO can be 
a pest plant, a public health hazard, a hazard to domestic or wild animals, or 
an environmental contaminant, and whether it could hybridize with other 
species. 

< The BRS sends states notifications about the movement of GE plants within or 
through their states, and about half of respondents supported automatic 
authorizations of those movements if the BRS provided prior notice. They felt 
such information should be provided to the states electronically.

< States are leery about the idea of exempting entire classes of organisms from 
BRS regulation. In particular, the states do not want to see the following 



exempted: plants with no history of release, pharma and industrial crops, 
plants that produce infectious entities, plants with wild relatives in the area, 
plants flowering or setting seed, and plants with nucleic acid sequences from 
animals or humans. 

3. Communication and Coordination
On this topic, the survey found, in short, that more communication is needed 
between state and federal officials. Three-quarters of respondents said they had at 
least intermittent contact with the BRS. Respondents said they would appreciate a 
contact list for BRS staffers, so they would know whom to contact. (In response, 
the BRS has since provided such a list.) 

The survey also revealed that states do not receive sufficient information or edu-
cation regarding BRS procedures, policies, regulations, and inspection activities. 
Respondents said they would prefer in-person, in-depth discussion and education 
opportunities with the BRS to learn about these issues. (In response, the BRS has 
put together and is now testing a “BRS 101” training course; a “BRS 102” course 
is also being developed.) 

4. Information Access 
Pruisner said more than half of the respondents said they do not receive the right 
kind or enough information from the BRS to review applications, assist in inspec-
tions, or be informed of risks. Respondents said they want information such as: 
CBI (e.g., regarding site locations); mitigation, containment, and disposal plans; 
field activity calendars; information on whether crops were actually planted or 
not; more specific phenotype information; and a summary of overall research and 
goals. More than three-quarters of states prefer 
to have secured access to BRS information via 
electronic means, rather than paper docu-
ments. Pruisner noted too that issues relating 
to CBI are difficult to summarize due to the 
varied nature of state open-records laws.

5. Education
State personnel involved in biotechnology 
must have a good working knowledge of the 
science and the regulatory process, Pruisner 
said. The survey found that, to obtain this knowledge, states prefer face-to face 
instruction. It also found that states could benefit from being more familiar with 
the BRS website, and that more outreach is needed to a variety of target audi-
ences, including consumers, legislators, and schools.

6. Compliance and Inspections
Nearly three-quarters of respondents said they participate in some biotech inspec-
tions—including anything from simply being aware that inspections are occurring 
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to always accompanying USDA officials on inspections. Respondents had mixed 
views regarding their confidence in inspection procedures. Respondents felt there 
was good communication between the relevant officials in some states. They also 
felt, however, that inspections were too few in number and too infrequent, that 
inspection results need to be communicated to states, that the USDA relied too 
much on a checklist, and that there was a lack of communication between the 
BRS and state plant health directors. In short, Pruisner said, states want to be 
notified of the inspections occurring in their states, be invited to participate, 
receive inspection results, sign a cooperative agreement that defines roles and 
responsibilities, and receive ongoing training. 

7. Process Questions
Pruisner said states want to be able to understand developers’ applications for 
field trials. The survey revealed that most states do not feel they have adequate 
expertise to evaluate the technical aspects of the applications. Some rely on local 
universities or other state agencies for help in this regard.

8. Biotech in the Public’s Eye 
States are put in the role of advocating for health, safety, and the 
economic interests of citizens, Pruisner said. The survey found 
that most states identify public concerns via dialogue, meetings, 
and the formation of stakeholder groups involving university 
faculty, citizens, environmentalists, legislators, and so forth.

Pruisner then summed up what she saw as the overarching issues 
from all eight of the topic categories: Communication, roles and 
responsibility, and education. Regarding communication, she 
said, state and federal officials need to do more of it, improve its 
quality and clarity, identify specific points of contact within the 
BRS, step up cooperation concerning field releases, strengthen 
coordination between the BRS and state plant quarantine offices, 
and “go electronic.” Regarding roles and responsibilities, officials 
need to define state and federal authorities, resolve CBI issues, 
create BRS-state MOUs, and create a protocol for efficient com-
munication among all stakeholders. Regarding education and 
training, she said, what is needed is face-to-face, ongoing state 

training on technical aspects, protocols, and permit review, as well 
as training for other audiences. 

In light of the survey results, Pruisner said, the NPB created a “wish list” for work 
with the BRS. It included the following items, which are in various stages of com-
pletion: Develop model state-BRS cooperative agreement; develop a BRS contact 
list; develop a two-tiered training course about the BRS regulatory process; iden-
tify and prioritize key electronic data management issues; conduct a preliminary 
assessment of states’ abilities to protect CBI data; and identify and prioritize key 
educational materials. 
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In conclusion, Pruisner said “a big thank you” to Cindy Smith and others at the 
BRS for being willing to engage with states on these issues. Pruisner said that 
much progress had been made and a very effective partnership was being forged. 

Carol Okada, Hawaii Department of Agriculture

ChallengeS and OPPOrtunity fOr  
Building a State-federal relatiOnShiP
Carol Okada is Chief of the Hawaii Department of Agriculture’s Plant Quarantine 
Branch. She began by noting that Hawaii is different from other states, in part 
due to Hawaii state statutes that mandate the protection of both agriculture and 
native biota. Hawaii has a vitally important, legitimate function in the permitting 
and regulatory process governing GE plants, she said. The state exerts as much 
influence as possible to avoid or minimize potential risk to humans, agriculture, 
or the environment, and also promotes safe agricultural research. The challenges 
Hawaii has faced, she said, relate to regulatory and enforcement conflicts between 
the USDA and EPA, and limitations due to the Coordinated Framework being 
based on existing statues.

Okada then described regulatory and enforcement differences between the USDA 
and EPA that she has observed. With the USDA, she said, states have the opportu-
nity for concurrence on federal permits and can impose conditions on those per-
mits. Also, the USDA’s permit conditions are flexible— they are generally perfor-
mance standards for notifications, and variances can be obtained. Hawaii 
undertakes activities in conjunction with their federal counterparts at the USDA, 
Okada said. The state shares scientific docu-
mentation with BRS staff, discusses permit 
conditions and enforcement, and does all 
kinds of inspection work. 

It is different with the EPA, Okada said. Each 
PIP registrant notifies the state when it has 
obtained an experimental use permit from the 
EPA, and then the state advises the registrant 
of state requirements. The permit conditions 
for EUPs are inflexible. The state’s pesticide branch considers PIPs to be state-
regulated articles and refers them to the state’s plant quarantine office, but that 
office has no communication with the EPA. 

Okada gave an example of how the EPA and USDA have not worked together 
effectively in Hawaii. In March 2002, she said, an EPA official inspected two 
fields of PIP-containing plants. The inspector issued enforcement actions to the 
growers, due to issues relating to isolation, changed field locations, and border 
row characteristics. After the violations were filed, the EPA inspector called the 
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state asking questions about how to inspect the fields—about border rows, perfor-
mance standards, and so forth. Okada said she found it troubling that the inspec-
tor asked these questions after announcing the violations, and also that he called 
the state and not the USDA to discuss these issues. Meanwhile, she said, the 
USDA inspected the same fields and found no infractions. Okada said the public 
finds these violations to be evidence that companies do not honor permit condi-
tions nor ensure safety for the environment and public health, which Okada does 
not believe is the case in this situation. 

As a follow up, Okada continued, the state’s pesticide branch in 2005 agreed to 
conduct inspections of PIP EUPs using EPA credentials and to refer cases and any 
samples for analysis to the EPA. However, she said, the EPA has no mechanism to 
share CBI with states, so no state inspections have been conducted. 

To be credible, Okada said, the EPA’s and FDA’s regulatory programs should focus 
on both the substances created and the biological processes used to create them. 
A comprehensive, consistent program is needed that reviews all GM organisms, 
she said—including organisms such as algae containing human monoclonal anti-
body genes. 

Okada then described a situation involving this lat-
ter product that took place in her state. She said it 
illustrates clear shortcomings in the Coordinated 
Framework. 

She explained that Hawaii received a request from 
Mera Pharmaceuticals to allow the large-scale pro-
duction of eight strains of a GE alga, 
Chlamydomonas reinhardtii. The algae had been 
transformed to express human monoclonal anti-
bodies, which were intended to be used to address 
problems such as herpes simplex, inflammation, 
tumor growth, cancer, and nerve tissue growth. The 
facility in question was built on a concrete pad on 
top of a barren lava flow; there were no plants or 
animals in the area and the ground is solid lava 
rock. The facility involved an outdoor phytobiore-

actor, which contained cement troughs through which 
ran plastic tubes carrying the algae. Salty, chlorinated water was used to cool the 
system. This was freshwater algae, so if there were any breach in the plastic tub-
ing, the algae would be killed immediately in the salty, chlorinated cooling water. 

The problems began, Okada said, when all three federal agencies claimed they did 
not have authority to regulate the facility. The EPA’s explanation was as follows: 
“Because human therapeutics are FDA-regulated articles, the expression products 
are excluded from TSCA jurisdiction. The microorganism that is used in the pro-
duction is also excluded from TSCA jurisdiction because the FDCA covers compo-

A comprehensive, consistent pro-
gram is needed that reviews all GM 

organisms—including organisms 
such as algae containing human 
monoclonal antibody genes. A  

situation in Hawaii involving this 
latter product illustrates clear 

shortcomings in the Coordinated 
Framework. —Carol Okada

�� 



�� 

nents of drugs….” The FDA said: “Our regulatory oversight of your manufacturing 
processes…will depend upon the stage of your clinical development program. 
Prior to the submission of an Investigational New Drug application to the FDA, 
the FDA has no regulatory authority to oversee your operations….” And the USDA 
said: “This alga does not appear to trigger our regulations. We regulate geneti-
cally engineered organisms that pose a plant pest risk, that are a risk to plants or 
plant products…. Historically, microorganisms used in fermentation have not been 
regulated, assuming they are not plant pests and do not contain plant pest 
sequences.” 

Since the algae seemed to fall through the cracks of federal regulation, Okada 
said, Hawaii’s Board of Agriculture decided the state would regulate it, and they 
approved the company’s plans for moving forward. That decision was contested, 
however, by various anti-GMO organizations. The state Department of Agriculture 
denied a motion for a contested case hearing, so the main anti-GMO organization 
filed an appeal with the Circuit Court. The Circuit Court found in favor of the 
activists. Specifically, they found that the state could not effectively regulate the 
facility because they did not have the expertise. The facility was thus closed in 
January 2006. 

In closing, Okada said a visible, credible, coordinated effort at the federal level is 
needed to bolster citizen confidence in the Coordinated Framework. And, she 
added, process issues should be addressed in the Framework, not just products.

Q&a
Several issues relating to the algae case were clarified during the short discussion 
after Okada’s talk. Okada explained that the state based its approval of the facility 
on a law that allows the state to give permits for activities relating to plants, ani-
mals, and microorganisms, whether GE or conventional.

A federal agency representative said that the agencies did talk to each other about 
the case, and that the problem was not one of miscommunication or misunder-
standing among them. Rather, it was an authority limitation issue—the algae just 
did not fit under the legal purview of any of the agencies. If the company had 
been further along in the research phase, the FDA would have covered it, but they 
were conducting early R&D work. 

In discussion the next day, several participants said that TSCA may be able to 
play a role in the regulation of GE algae in the future, if the algae is considered 
to have more than just pharmaceutical uses. It was argued that the EPA and state 
agencies should start now to determine how to work together to regulate products 
under TSCA, since no relationship exists between the relevant state and federal 
offices at present.



Paul Liemandt, Minnesota Department  
of Agriculture and AAPCO

State PeStiCide COntrOl OffiCialS
Paul Liemandt directs the Minnesota Department of Agriculture’s Pesticide 
Regulatory & Response Section; he also represents the Association of American 
Pesticide Control Officials (AAPCO) as its immediate past president. His talk pro-
vided a state perspective on work performed by the EPA and their partners, the 
state lead pesticide regulatory agencies. 

The state “lead agencies” under FIFRA are usually the state departments of agri-
culture, Liemandt said, though in some states they may be the environmental 
agencies. The state lead agencies have, through cooperative agreements with the 
EPA, what is called a “delegation of authority” and “primacy” to enforce FIFRA 
and state pesticide laws. Liemandt said this is a longstanding, effective, and effi-
cient partnership. In this role, the states are given referrals by the EPA to perform 
inspections, do compliance surveillance, and offer the requested or discovered 
investigational documentation to the agency. 

The cornerstone of pesticide regulation is labeling, Liemandt said; the states 
enforce the instructions and restrictions listed on pesticide labels. And yet PIPs, 
by regulation and their very nature, are not labeled. He added that the EUP pro-
cess for PIPs, as different from Section 3, is contract based, between farmer and 

registrant/manufacturer, and the states have limited 
involvement in and in some instances perhaps no 
authority to monitor that contract. 

Liemandt said that state pesticide offices get calls 
from citizens, the media, interested activists, indus-
try representatives, growers, and others—all of 
whom have questions and concerns about pesti-
cides. A key solution is to have clear points of con-
tact for interested parties, he said. 

The state agencies that are members of AAPCO, 
Liemandt said, are not typically concerned about 
the sorts of problems Carol Okada just discussed. 

They are interested in hearing what lessons were learned in Hawaii, however, so 
they can avoid similar situations. 

Liemandt then addressed the issue of confidential business information. He said there 
are no simple answers to this problem, but that the idea of developing an electronic, 
read-only database through which states can access CBI seems promising. He encour-
aged the BRS to seek input from state pesticide agencies when developing this sys-
tem. With pesticides, he explained, the EPA typically asks a state official to perform 
an inspection and sends them the relevant CBI, and then the state official performs 

The cornerstone of pesticide  
regulation is labeling; the states 

enforce the instructions and 
restrictions listed on pesticide 

labels. And yet PIPs, by regulation 
and their very nature, are not 

labeled. —Paul Liemandt

�� 



the inspection. The reason this can be done without jeopardizing the CBI is because 
most state inspectors hold EPA credentials—i.e., they conduct the inspections as 
agents of the EPA. The EPA initiates such inspections; only by exception does a state 
official go out on his or her own initiative and authority to perform an inspection.

Liemandt said it appears there are gaps, and a lack of coordination, in the consul-
tative processes used by the federal agencies. He said he was pleased to hear in 
this meeting that communication among the federal agencies is much improved. 
In the past, he said, he could not get anyone at the FDA to speak to him regard-
ing PIPs or related questions, and other state lead pesticide regulatory agencies 
have reported having the same experience. 

Liemandt said the most troubling point he heard today is that federal agencies 
have no systematic compliance inspection system. From his perspective, that is 
the source of much concern among interested observers at the state level. He said 
it is indefensible to have to tell the public that systematic inspections are not 
conducted. He also mentioned that state pesticide inspectors generally do not 
believe that all adverse effects are being reported (or for that matter, 
monitored and documented), and that adverse-events reporting thus 
needs to be improved. 

Also, none of the presenters today mentioned working with Indian 
tribes, Liemandt said. He said he has worked with the Tribal Pesticide 
Program Council in the past, and it clearly has expressed concern 
about these kinds of releases. 

Liemandt noted that AAPCO has a policy and research discussion 
group in place that is ready and willing to look at new proposals, 
and modified language, with regard to the EPA’s regulations for PIPs. 

Finally, Liemandt commented on the issue of primacy. He said that if 
a state lead agency engages in a cooperative agreement with the 
EPA, the state agency assumes primacy for enforcement. If it does 
not do an effective job, or if it wishes to no longer perform that role, 
primacy reverts to the EPA. Removal of primacy for cause from a 
state agency is a very serious proposal, he said, and he is not aware 
that it has ever been done. 

Q&a
In a brief question-and-answer period that followed Liemandt’s talk, one partici-
pant asked if the EPA regions are consistent in their approaches to enforcing 
FIFRA. Liemandt first noted that, at EPA headquarters, the office of pesticide pro-
grams is separate from the office of pesticide enforcement. He believes that more 
communication needs to occur between those two offices. Regarding the regions, 
Liemandt indicated that they have a lot of autonomy and independence from one 
another and from headquarters; thus the enforcement of PIPs regulations is likely 
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not consistent among them. (Though he added that he has not heard any “horror 
stories” regarding such inconsistency.) An EPA representative said that agency 
headquarters does make an effort to coordinate among the regions; among other 
things, there is a monthly conference call.

Another participant noted that a state’s primacy for conducting inspections and 
enforcement can be rescinded by the EPA in whole or in part. So, one idea is to 
rescind state primacy solely for enforcing PIPs regulations, if a state were unwill-
ing or unable to do that work. 

Panel 3 discussion
The discussion following the presentations by Polansky, Pruisner, Okada, and 
Liemandt began when one participant speculated that biotech research companies 
may move offshore due to overly restrictive regulations in this country, as he said 
is happening in the pharmaceutical field. Several other participants said they did 
not think that would happen, in part because many companies would prefer to 
have their GE products reviewed in the U.S., where the system is robust, because 
it is good for public confidence and companies’ public relations. One person said 
that if industry does move offshore, it will be because of labor costs, not regula-
tory burden. Another participant said the public must begin to see the benefits of 

GE products—for example, in reducing the cost of prescription 
drugs—so that pharma crops in particular will be grown here with 
adequate oversight rather than overseas with perhaps less-than-
adequate oversight. 

One participant then asked the APHIS representatives why his state 
agency receives and must review so many “comprehensive per-
mits,” which are mostly for GE crops that are not even grown in 
his state. The large number of such permits has caused his work-
load to increase, he said, yet for no apparent reason. An APHIS 
representative said that comprehensive permits are the only type of 
permit that allows for both release and movement. So, the person 
asking the question is probably seeing those permits because GE 
crops are being moved into his state for processing. 

A participant then asked why companies are able to withhold from the public cer-
tain information, such as the phenotype of a GE crop being field-tested, by claim-
ing CBI. He said he has occasionally found a way to identify such phenotypes, 
and in each case it did not seem like something that needed to be kept secret. An 
APHIS representative said that companies have to identify to the agency what 
they are claiming as CBI and why, and sometimes APHIS challenges their deci-
sions. She said they have also told industry, “the less CBI the better.” Another 
state agency representative said that she simply demands that companies provide 
phenotypic information, and they usually will provide it. 

Companies have to 
identify to the agency 
what they are claiming 
as CBI and why, and 

sometimes APHIS chal-
lenges their decisions.  

—An APHIS representative
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Finally, the Hawaii situation was discussed further. An APHIS representative 
explained that his agency did not have authority to regulate the facility because 
it was wholly contained—there was no movement of GE material that would 
require a permit. He said APHIS does not regulate contained facilities nor even 
movement from one contained facility to another. Another APHIS representative 
said that under the new regulations that are to be developed, which will be based 
in part on the PPA’s noxious weed authority, the agency might be able to argue 
that such a facility should fall under APHIS’s authority. 

Another participant asked Okada to elaborate on the court case that Hawaii lost. 
Okada said the court found that the issuance of a state permit was a “proposed 
action,” and that to take such an action the state agency would have to conduct 
an environmental assessment, which is not something the agency normally does. 
It was unclear whether this constituted a procedural argument against the agency, 
or whether it related to their substantive capability.

reflections on tHe day’s discussions
Toward the end of day one, Bob Ehart, NASDA’s Animal and Plant Health 
Safeguarding Coordinator, made a few comments and then asked participants to 
each share, in turn, their thoughts and reflections after the day of presentations 
and discussions.

Ehart said the real problem with the Hawaii case is how it affected public opin-
ion; it left the public with the impression that there are “holes in the system.” He 
said many perceive that there is a lot of federal authority, but there appears to be 
a big “black box”, or some invisibility, at the OSTP, where overall policy is devel-
oped but no one knows how. Ehart said he does not think federal authority needs 
to change. But he said the “black box” at OSTP needs to have some doors in it, 
perhaps swinging doors. In other words, outside parties should be involved in the 
policy development process. Continuous communication is clearly essential, Ehart 
said, and it needs to increase. 

Participants’ comments after Ehart spoke covered a wide range of topics. A num-
ber of participants said that, after the day’s presentations, they understood the 
Coordinated Framework better and appreciated the opportunity to hear and learn 
from people from an array of agencies and viewpoints. Several called for contin-
ued, ongoing communication and education among state and federal agencies. 
They expressed the wish that these sorts of multi-stakeholder discussions could 
continue—that a mechanism could be created to sponsor additional dialogues so 
that the momentum gained would not be lost.

APHIS’s forthcoming EIS and revised regulations were also addressed. 
Participants said they felt hopeful, optimistic, encouraged, and even inspired 
regarding the proposed changes to the regulatory system outlined by Cindy 



Smith. They also complimented the BRS on their recent efforts at better commu-
nication and coordination with the states, including the establishment of the state 
liaison position and their work with the National Plant Board on the survey. 
Several people said that while the EPA and FDA are also doing an adequate job, 
APHIS’s efforts could serve as a model for all agencies. Some participants still 
expressed reservations about the overall adequacy of the Coordinated Framework, 
but said they felt the changes represented a step in the right direction. 

One participant noted that the Coordinated Framework was supposed to evolve, 
and the changes discussed at APHIS and the EPA indicated that was happening. 
Another participant said, however, that the Framework was predicated on the 
assertion that no statutory changes were needed, but the improvements that will 
take place under the new PPA prove that was not true. 

Participants from both state and federal agencies said they were going to leave 
the meeting thinking about what additional changes they could make within their 
own agencies to improve communication among agencies and with the public 

regarding the regulation of agricultural biotechnology. One 
state participant said, for example, that his state was consid-
ering forming an agricultural biotech advisory council. 
Another participant said the discussion made her think 
about whether the various agencies in her state could 
improve their communication and coordination with each 
other. One person encouraged state officials to work with 
their public relations people to improve communications to 
the public regarding biotech regulation. He also strongly 
suggested that state agencies file supportive comments 
regarding the BRS’s EIS and subsequent proposed 
regulations. 

In closing, another participant agreed that improving the 
public perception of agricultural biotechnology is important. 
He pointed out that hundreds of public meetings have been 
held on the topic, hundreds of peer-reviewed scientific stud-
ies have been published, thousands of permit applications 
and notifications have been filed with APHIS, and there has 

not been a single incident of an adverse effect on public 
health or the environment. And yet the public still has concerns. So, he said, all 
parties need to commit to doing a better job communicating about the federal 
regulatory system and the safety of agricultural biotechnology products. 

Participants said they felt 
hopeful, optimistic, encour-
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DAY TWO
Facilitator Turner Odell began Day Two by reviewing the agenda. He explained 
that the day would consist of one panel of presentations on models and 
approaches for enhancing the state-federal relationship, followed by extended 
full-group discussion. 

Before the presentations began, Adrian Polansky commented on NASDA’s next 
steps following this meeting. He said NASDA has a meeting scheduled for mid-
September at which it will look at the outcomes of all three workshops in terms 
of revising NASDA’s biotech policy. At that meeting, he said, NASDA will also try 
to chart a future direction for this dialogue—to find a way to keep the communi-
cation flowing. 

Panel 4: aPProacHes for enHancinG  
state-federal cooPeration

Panel 4 was composed of three presenters who described possible approaches for 
enhanced communication and cooperation between federal and state agencies in 
the regulation of GE products. The presenters included Michael Taylor from the 
University of Maryland, Stanley Abramson from the law firm Arent Fox, and Jim 
O’Reilly from the University of Cincinnati. 

Michael Taylor, University of Maryland

Being PrePared: elementS Of a  
SuCCeSSful State-federal relatiOnShiP
Michael Taylor is affiliated with the University of Maryland; previously, he served as 
Deputy Commissioner of the FDA and Administrator of USDA’s Food Safety 
Inspection Service (FSIS). Taylor’s talk first contrasted examples of state-federal col-
laboration in the food arena with that in the agricultural biotechnology arena. He 
then discussed the elements of a successful federal-state partnership. 

The three food programs Taylor mentioned were state food inspections, state meat 
and poultry inspections, and post-market oversight of pesticide use. Taylor said 
these programs are all well-established, involve a flow of resources from federal 
agencies to states, and have fairly clear purposes, roles, and tools. The FSIS, for 
example, has statutory authority over meat and poultry safety, and states contract 
with that agency to conduct food inspections. This program and the others have 
clear purposes, Taylor said, and the tools for carrying out those purposes are in 
place. Difficulties sometimes arise, but they are handled in established, well-
defined ways. 



Taylor said biotechnology regulation offers an entirely different picture. Unlike 
the three programs mentioned, the federal machine governing biotechnology is 
enormously complex. The system is inherently more complicated, Taylor said, 
than that involved in any other federal-state relationship of which he is aware. 
Also important is the diversity of state interests with regard to agricultural bio-
technology, compared to the previously mentioned programs. The states have the 
same interests as the federal government in terms of food safety and environmen-
tal protection, but state departments of agriculture are also concerned about the 
economic protection of agriculture, and they are on the front line of social and 
other concerns about biotechnology. Inevitably too, Taylor said, there is a great 
variation among states in the roles they seek to play. Those desired roles are a 
function of the agricultural, social, and political interests in each state. The tools 
states employ in the oversight of agricultural biotechnology may not be adequate, 
Taylor said—tools such as statutory authority, resources, and expertise. All of 
these issues affect the state-federal relationship regarding biotechnology regula-
tion, he said.

Taylor then moved on to discuss the four key elements 
of any successful state-federal relationship: (1) clarity 
regarding state and federal interests in the subject 
matter at hand, and in the relationship, (2) well-
defined roles, (3) adequate tools, and (4) two-way, con-
stant, effective communication. Taylor elaborated on 
each of these elements.

Regarding clarity of interests, Taylor mentioned several 
issues and interests that drive state involvement. They 
include: protecting food safety and the environment, 
protecting market access for conventional agriculture, 
supporting economic development, promoting biotech-
nology (or, limiting and confining biotechnology), and 
being accountable to citizens and stakeholders. 

Definition of roles, Taylor said, is important for such key 
activities as: scientific review, authorization of field tri-
als, inspection and enforcement, consideration of eco-

nomic and trade interests, and responding to stakeholders.

With regard to tools, Taylor said a clear legal authority and mandate is needed at 
both the federal and state levels; a clear implementing policy and procedures are 
required (including standards and a process for field trial authoritizations, inspec-
tions, enforcement, and CBI); and adequate resources are essential, including bud-
get, staff, and expertise. Taylor said that relationships cannot be truly productive 
unless all of these issues are addressed. 

Finally, Taylor noted that communication must be two-way. Communication is 
the relationship, and vice versa, he said. And both communication and the rela-
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tionship have to be institutionalized and constant—built into the daily work of 
doing business. Problem-solving and setting priorities are also essential, he said, 
rather than just talking for the sake of talking. 

Taylor then offered a few final suggestions. First, he encouraged participants to 
“embrace the difficulty.” There are serious institutional and sometimes conflicting 
interests and issues in this arena, he said, and it is important as a starting point to 
be clear and honest about that, and to be transparent about your interests. 
Second, creating a state-federal partnership will take a real investment of effort 
and time. Parties must find a way to institutionalize the relationship, be it 
through NASDA, some other institution, or a new mechanism. 

And third, it will be essential to focus on resources. Biotechnology is a topic of 
enormous public interest and importance, Taylor said. The Pew Initiative has been 
incredibly generous in supporting these meetings, he added, but they should not 
need to be the funder going forward—public funds ought to be used instead. 
Taylor said that participants should work to create a fund at the federal level, not 
to pay for operational work, but to cover the cost of building, maintaining, and 
institutionalizing a partnership between federal and state agencies.

Stanley H. Abramson, Arent Fox

Straw PrOPOSal fOr a Single dOOr
Stan Abramson is with the law firm of Arent Fox; he is also a former Associate 
General Counsel for Pesticides and Toxic Substances at the EPA. Before begin-
ning, he noted that his remarks are entirely his own and do not necessarily reflect 
the views of any of his clients. 

Abramson said his talk would hark back to a presentation he and Dr. Lynn 
Goldman gave to the Stakeholder Forum on Food and Biotechnology, a multi-
stakeholder dialogue sponsored by the Pew Initiative in 2002 and 2003. (Lynn 
Goldman is a former EPA Assistant Administrator.) Abramson and Goldman were 
asked by the Forum to develop a proposal for improving the Coordinated 
Framework administratively—i.e., without the need for new legislation. He said 
that elements of the proposal are still relevant because they would make the 
Coordinated Framework clearer, so that state officials could better understand it, 
explain it to the public, and determine how to engage with it. He noted that cer-
tain aspects of the proposal may be reflected in the BRS’s revised regulations. 

Abramson and Goldman’s proposal sought solutions to what Stakeholder Forum 
members perceived to be the weaknesses of the Coordinated Framework, includ-
ing a lack of coordination, transparency, predictability, comprehensiveness, 
resources, and credibility. Forum members wanted more teeth to the multi-agency 
process, Abramson said. At the time it seemed that very little multi-agency com-
munication was taking place. It also was not clear to many interested parties how 



the process worked or where to go to find out how it worked. So, Abramson said, 
it seemed like there should be one “door” to which people could go as a starting 
point. The proposal they developed was thus dubbed “the single-door approach.”

Abramson and Goldman proposed that APHIS serve as the single door. They felt 
this was appropriate because APHIS is the only agency that reviews all GE plant 
products. For example, while APHIS has conducted approximately 12,000 reviews 
of GE plants, the FDA has conducted perhaps 100 consultations of GE foods from 
those plants, with 68 going on to satisfactory completion. So, it made sense to 
them that APHIS have responsibility for tracking the various reviews of each GE 
event. Then, if a person wanted to know the status of a particular application, 
APHIS could let them know. All three federal agencies would continue to operate 
independently, under their own statutory authorities, but APHIS would be the 
“one-stop shop” for information. 

Abramson said he and Goldman thought that the FDA should clearly assert 
authority over all food allergens and coordinate PIP reviews with the EPA. The 
EPA should assert authority over TSCA-covered chemicals. Also, they felt the 
USDA should play a stronger role regarding the ecological impacts of non-PIPs, 
or bring in the Department of Interior to do so.

The single-door system was primarily designed, Abramson said, to improve coor-
dination and enhance credibility. Agency responsibilities would not change. A 

new coordinating function would simply be created 
at APHIS. 

APHIS’s expanded role would include ensuring the 
timely transmittal of information to the right agen-
cy. APHIS would receive updates from each agency 
and make the status of each submission available 
to the public. For products that were the first of 
their kind, APHIS would play a more significant 
role in determining which agency would be 
responsible for what types of reviews. It was also 
envisioned, Abramson said, that there be at least 
one opportunity for public comment before any 
product reaches the marketplace. 

Under this scenario, Abramson said, APHIS would not hold veto power over the 
other agencies. However, he and Goldman envisioned that APHIS would not give 
its approval on a new GE event until the other relevant agencies had given their 
approvals. This is the key to the single-door approach, he said. The reality, 
Abramson said, is that this is what happens today. So the proposal would simply 
formalize the unwritten status quo. 

Some Forum members would have liked to see the EPA serve as the coordinating 
agency, Abramson said. But that did not make sense to him, since the EPA’s pur-
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view regarding biotechnology crops is so limited. It also looked at the possibility 
of having the OSTP serve as the single door, but that office is more involved in 
overall policymaking than day-to-day operations.

Abramson said this approach could probably work for animals as well, now that 
the AHPA has been enacted. He and Goldman worked on the proposal prior to the 
passage of that law, and they did not consider fully the regulation of transgenic 
animals. 

In closing, Abramson said he is encouraged by how many of the concepts in this 
proposal were reflected in Smith’s remarks. He said the BRS’s ideas for revising its 
regulations are among the most significant proposals he has heard since the 
Coordinated Framework was articulated in 1986, and they clearly reflect exten-
sive conversations among the three agencies. Abramson encouraged the states to 
review APHIS’s draft EIS carefully, as well as any proposals that come from the 
EPA and FDA in the future, and weigh in with their comments. 

Q&a
After Abramson’s talk, a participant asked him to elaborate on his 
ideas regarding public participation under the single-door scheme. 
Abramson said he and Goldman envisioned that APHIS would pro-
vide an opportunity for public comment during the deregulation 
process, as is the case today. For crops that are not deregulated, such 
as pharma crops, public participation would have to take place at the 
FDA or EPA. 

Another participant asked Abramson to discuss the value of com-
menting on agency activities individually vs. through an association 
like NASDA. Abramson urged states to comment both individually 
and through the various associations. He said that comments on 
draft regulations, in particular, are typically summarized in the pre-
amble to the final rule, and it is helpful for an agency to be able to 
say how many states and organizations commented and to summa-
rize what they said. It shows the diversity of parties interested in the 
topic. A federal agency representative added that it is important for 
states (and others) to write individualized letters and not to all use 
the same letter. 

A participant then asked Abramson what would happen if this single-door system 
were in place, and then one of the three federal agencies would not give its 
approval for a product. Abramson said he could envision two ways that might 
occur. First, an agency might feel that an application does not provide enough 
information to make a decision. In that case, Abramson said, the company must 
gather more information or do more testing. Second, an agency might not have 
experience dealing with a particular type of product or molecule. Perhaps issues 
of science are involved that have not been resolved. In that case, Abramson said, 
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the agency must make a decision with the best information it can bring to bear. 
Under the single-door approach, he said, agencies would not try to talk the other 
ones into making a particular decision. But one agency would act as ombudsman 
to let the applicant know where they stand. 

Finally, a participant asked Abramson if he thought differently about the single-
door proposal today, given that his presentation was originally drafted four years 
ago. Abramson said he did think positive changes had taken place in the past 
four years. He said the agencies had improved dramatically their ability to coordi-
nate and cooperate with each other on both policy matters and product applica-
tions. He said APHIS’s proposed approach to regulating plants under the PPA, 
using its noxious weed and plant pest authorities, would also mark a huge 
advance in the regulatory scheme. He also commended the agencies for working 
to develop strong adventitious presence policies. The one issue that remains a 
weakness, he said, is our trading partners’ opinion that the FDA’s reviews are a 
“paper tiger,” since they are technically voluntary. But he added that APHIS’s 
proposed changes, which would strongly encourage companies to get a food safe-
ty assessment before they could get a go-ahead from APHIS, represent a big step 
forward. 

The single-door concept was discussed again later in the day. At that time, a par-
ticipant said that the natural resource agencies in his state had banded together to 
create a sort of single-door system similar to that described by Abramson. He said 
representatives of the agencies meet weekly, agree on budget priorities, and des-
ignate lead contact people for various projects and activities. Until the federal 
agencies have a similar process and the public knows they are working together 
closely, he said, agricultural biotechnology will continue to have a public percep-
tion problem. In response, a federal official noted that the federal agencies do 
now have a single, unified web site on agricultural biotechnology, which has 
helped to improve the perception of coordination and cooperation. 

Jim O’Reilly, JD, University of Cincinnati

OPtiOnS fOr Building a State-federal PartnerShiP
Jim O’Reilly is a professor at the University of Cincinnati College of Law. His pre-
sentation addressed the issue of federal preemption.

O’Reilly began by providing a flashback to Philadelphia, where the “founding 
fathers” were discussing the Constitution. The Articles of Confederation had 
failed. Delegates were trying to figure out how to bring together the amalgam of 
13 colonies that had no army, no income tax, no department of agriculture—no 
federal bureaucracy at all. There was a small federal executive branch and cus-
toms officials at ports. Among the words they drafted was Article 6, Section 2, 
which said: the “laws of the United States…shall be the supreme law of the 
land…..” That is federal preemption in a nutshell, O’Reilly said. It means that  



federal laws can preempt the activities of the states. Later, he said, came 
Amendment 10: “The powers not delegated to the United States by the Constitution, 
nor prohibited by it to the States, are reserved to the States respectively, or to the 
people.” Today, O’Reilly said, we are struggling to implement those two provisions.

O’Reilly then handed out a one-page document that set forth nine “options for 
oversight.” The document described a continuum of possible models for federal 
and state roles in the realm of agricultural biotechnology regulation, as follows.

(1) Total federal control—no state presence allowed. This would require express 
preemption via a statute that clearly occupied the field and stated that no 
other government body may regulate agricultural biotechnology.

(2) Federal agency option, as in the Plant Protection Act of 2000. Under this 
option, the federal agencies would have control once they act, but states 
could act independently prior to federal action taking place. This is a form of 
partial preemption. 

(3) Contract for services, in which the federal government pays the states to do 
certain things. This would require an appropriation of funds by Congress.

(4) Coordination of services by a states or states into a federal scheme. Under this 
option, a state that wants to provide services could coordinate those into the 
federal scheme through some sort of agreement. 

(5) States could add resources (technologies, scientists, etc.) 
and thus become a full partner with the federal gov-
ernment, coordinating all key choices on permits, for 
example. This option would be resource-intensive for 
states. 

(6) States could provide services that are the same as, and 
thus redundant to, the federal agencies. Companies 
may sue, contending that states do not have the 
resources nor expertise to do this. But until then, it 
may be possible. 

(7) Two distinct regulatory bodies. The marketing and 
promotion of agricultural biotechnology could be han-
dled by the states, while safety would be addressed at the federal level. Field 
trials would thus be handled by federal agencies. 

(8) Total state control—no federal presence whatsoever. This would result in 50 
separate state policies and would likely draw industry to the weakest system.

(9) The status quo, along with some advanced, enhanced communications 
between states and federal agencies. This would be a kind of harmonious dia-
logue on a permanent basis. 

Article 6, Section 2 of the U.
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O’Reilly then talked about why conflicts occur with regard to state and federal 
roles. He said conflicts are generally driven by money and philosophy. With 
regard to money, O’Reilly said the issue is “who has it to share.” States generally 
do not have the money they need to operate a state system. If they did, there 
would be no conflict. We do not really know the size of the investment needed, 
he added. It would require enough funding to hire experts such as 
biotechnologists. 

Regarding philosophy, O’Reilly said the philosophy of “subsidiarity” applies—that 
is, people want government to be as close to the people as possible, particularly 
for the protection of public health and economically important crops. A “faceless 
federal bureaucracy” engenders a low level of allegiance and trust from the pub-
lic, he said. The federal government thus needs to staff up to do more field 
inspections, so that the agencies have more contact with the public. 

O’Reilly then said that where federal preemption exists, a state may 
continue to take action, because there are always constituencies with-
in states who make demands. Until a federal court speaks to an issue, 
the states will test the boundaries. 

He also questioned whether state oversight of field trials will improve 
the quality of those trials. It may, but if the benefit is not obvious, 
state legislators may drop their support for doing it. He also said it is 
important to look at the degree of public benefit. If states have a hand 
in regulating, will there be fewer releases or fewer errors? Will there 
be better science, or perhaps better public perception? O’Reilly said 
the safety of field trials is a responsibility close to home. It is chal-
lenging for states not to be in control of a key issue that constituents 
are asking about. 

In closing, O’Reilly encouraged state officials to think about what 
they can do to improve interactions between themselves and federal 
officials, and to improve trust between them and members of the pub-
lic who are concerned about field trials.

Q&a
In the question-and-answer period that followed, O’Reilly was asked 

which of the alternatives on his list are realistically possible. He said they all 
were, though he could not guarantee they would all survive a preemption lawsuit. 
In each situation, he said, their legality and constitutionality might have to be 
determined by a federal appeals court. (Later a participant argued that the court 
system would not be the best place to determine state roles in the regulation of 
biotechnology, and that continued dialogue between federal and state agencies 
could help to avoid such a suit.) One person suggested that state control is really 
not realistic, though another participant said his state does have a state GMO law 
that is redundant with federal law. 
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Regarding the “faceless” nature of government agencies, one state official noted 
that his plant quarantine staffers are forbidden to talk to the press about the fed-
eral regulation of agricultural biotechnology, yet the media approach them all the 
time with questions. That increases the perception of “facelessness,” he said.

Another participant noted that O’Reilly did not address the issue of trade. He said 
state laws are being preempted not only by federal laws, but by international 
agreements and treaties. O’Reilly agreed this is an concern. 

Later in the day it was clarified that O’Reilly’s talk was addressing “express pre-
emption,” or preemption defined by statute. O’Reilly said that three types of 
“implied preemption” also exist. It can be argued that preemption is implied if (1) 
Congress intended to cover the entire field, (2) there is a direct conflict between 
federal and state rules, and/or (3) a state law creates an obstacle to a federal 
agency carrying out a federal law. 

full-GrouP discussion: state roles
The remainder of the workshop consisted of facilitated, full-group discussion on a 
wide range of topics. The primary issue addressed was that of desired and appropri-
ate roles for the states in the regulation of 
agricultural biotechnology. That conversation 
is summarized here. The discussion also brief-
ly addressed the issues of federal preemption, 
the use of TSCA to regulate GE products, the 
single-door concept, and the potential con-
tent of APHIS’s EIS. Summaries of those 
comments have already been included in this 
document previously, where appropriate.

During the full-group discussion, it became 
clear that different states want and need to 
play different roles in the regulation of GE 
products. Everyone seemed to agree that no 
“one-size-fits-all” solution will be possible. 
As one participant pointed out, for example, 
each state agriculture agency is set up differently. Some agency heads are 
appointed, some are elected; some agencies are stand-alone entities, while others 
are part of a larger natural resources department; and each has different legal 
purviews and responsibilities. Also, there is a spectrum among state agencies in 
their willingness and ability to be involved in GE regulation. All points on that 
spectrum need to be accommodated by the federal agencies, one participant said. 

The first and most important role for the states, another participant said, is to 
understand the Coordinated Framework. He said the EPA’s pesticide regulatory 
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education program could serve as a model for federal agencies as they set up a 
mechanism for educating state agencies about the federal system. Once states 
understand the system, he said, then a mechanism for ongoing, two-way commu-
nication between federal and state agencies needs to be created and maintained. 

Other participants noted that any increased role for the states must take into con-
sideration the CBI issue, as mentioned earlier. Also, it was stated that states need 
to “get their own houses in order” in terms of coordinating among state agencies 
and ensuring that roles are clear. 

A participant then asked about the “model cooperative agreement” that Robin 
Pruisner mentioned in her presentation. An APHIS representative said that the 
BRS is drafting several model cooperative agreements, or memoranda of under-
standing, that APHIS and the states could use. The different models presume dif-
ferent levels of involvement for states, depending on states’ willingness and abil-
ity to be involved. The agreements outline roles and responsibilities, including 
obligations regarding inspections, CBI, training, and funding.  

Another participant asked if the PPA contained adequate delegating authority to 
enable states to have a role in regulation. One federal participant said the PPA’s 
section on cooperative agreements is broad enough to encompass that. Another 
participant said that, oftentimes in regulations, the “administrator” to whom 
authority is given is defined as anyone to whom the actual administrator dele-

gates that authority. So, there should be legal author-
ity to encompass a range of possible state roles.  

A state participant then referred back to Jim 
O’Reilly’s presentation and said that Options 3, 4, 
and 5 make the most sense to him in terms of realis-
tic state and federal roles. Option 3 involves con-
tracts through which states would be paid for con-
ducting services for the federal agencies. Option 4 is 
the coordination of services by a state into the fed-
eral scheme. And under Option 5 states would 
become “full partners” with the federal agencies, 
reviewing all permit applications, coordinating all 

key choices on permits, and adding resources as necessary. This participant said 
the time is not ripe for states to choose one of these models over the other, but 
perhaps they could start working on the items of most importance to states, such 
as notifications regarding the location and inspection of field trials. If states can 
be involved in those areas, he said, they will feel ownership in the system, and 
the public will feel more confident that the process is not run by a faceless federal 
bureaucracy. 

Later, this same participant noted that implicit in these options is that federal 
funds would flow to the states. He asked the federal officials present for their 
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reactions to that. An APHIS representative said they are looking at these types of 
options now through their pilot inspection program with the states. Their current 
thought is that APHIS would give funds to NASDA, which would in turn give it 
to the states to conduct the inspections. She said that, in the long term, states 
would have to kick in some funding as well. 

In response to this discussion, two other state participants said that they would 
like to see O’Reilly’s option number 7 on the table as well. Number 7 outlined a 
situation of two distinct regulators, with federal control regarding safety issues 
and an enhanced state role in terms of marketing claims and promotion issues. 
One participant said his state is heading in that direction. Another concurred, 
saying his state is interested in handling the marketing and economic aspects of 
GE crops, but they are content to let the BRS handle all safety-related issues. 

At this point, other state agency representatives stepped in and described in some 
detail what role they envision for their states in the regulation of agricultural 
biotechnology. 

One state official, for example, said his agency did not want to be in the business of 
approving or disapproving biotech projects. He said pharma crops would never be 
planted in his state if the state government got involved in regulating 
them. What his state would like, he said, is “a voice,” and greater input 
regarding the time, place, and manner of production of GE crops. They 
also would like verification of what is happening on the ground. 
Another participant concurred on this latter point. He said he gets some 
information about what field tests are going to occur, but he never 
knows if the tests actually occurred or how many inspections were done. 

One participant said her state is already implementing number 5—they 
are working as a full partner with the federal government. Her office 
has doubled its staff and resources, and they do separate and joint 
inspections of field trials. She said industry is very supportive of their 
program. Another state participant said his state is “on its way” to 
establishing a state biotech program. He envisions a partnership with 
the federal agencies through which the state serves as the regulator of 
biotech activities, with federal oversight. Under this scenario, he said, 
the federal agencies would provide funding to the state, the state 
would add its own resources, and the two levels of government would 
coordinate all key choices on permits. He envisions that this relationship would 
be cemented via an MOU. In contrast, another state official said he does not fore-
see his legislature ever funding a significant state biotech program. But he said 
some level of coordination would be helpful, so his agency could credibly assure 
the public that the activities taking place in their state pose no danger. 

Another participant said he envisions something akin to California’s Rice 
Commission, which oversees a rice identity preservation program. That commis-
sion was created to recommend to the state agriculture secretary reasonable 
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restrictions on the time and place growing of rice crops. The process is paid for 
with commodity dollars, and the commission cannot ban or outlaw anything, but 
it can suggest parameters for ensuring identity preservation. He said something 
similar could be set up for GE crops in his state. 

Another participant said his state does not need to contract for services with 
APHIS. Rather, he would like to work alongside them; for example, he would like 
to know about inspections and accompany the inspectors.

Yet another participant said his agency is interested in having a role only with GE 
crops that contain pharmaceutical or industrial chemicals. He said there is no 
outcry in his state over the kinds of insect- and pesticide-resistant GE crops 
already on the market. He said his state has already developed a small review 
process for pharma and industrial crops. It only takes about half a day, and 
involves the companies coming in and speaking to a technical advisory commit-
tee, which in turn makes a recommendation to the governor. He said they also 
want to go on all inspections for those types of crops. 

In the discussion that followed, a number of participants concurred that they are 
mostly concerned about pharma and industrial crops, not the Bt and Roundup 
Ready® crops already being widely grown. For example, one participant said her 
agency cannot afford to hire a biotechnologist, but she wants to be involved in 
looking case-by-case at possible sites for field trials of pharma and industrial 
crops, to be sure they are grown in places that make sense. She said she wants to 
be able to respond intelligently to media inquiries about these kinds of GE crops. 

Another state official agreed; he said his agency 
could be very useful to biotech companies in 
selecting the best sites. He said his state wants to 
promote the growth of the biotech industry, and 
his agency could help companies avoid problems 
through better site selection. 

At this point, a participant asked APHIS represen-
tatives to respond to the ideas they had heard 
regarding state roles in biotech regulation. An 
APHIS official responded by saying, first, that 
shared resources make sense. She said it will be 

easier for her to get funding for the states if she can say that the states are provid-
ing some funds as well. She said the CBI-related issues should be able to be 
resolved through some sort of database, through which the states can view, but not 
take possession of, key information. She said she agrees that the states and APHIS 
should partner on the issue of developing informational materials to share with the 
public and the media about biotech regulation. She said that inspection is an area 
that is up for discussion, and she would like to withhold judgment about how best 
to accomplish it until the inspection pilot project is completed. At the least, she 
said, states would be welcome to accompany federal agents on inspections. 
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The APHIS official also said APHIS would appreciate input on local conditions as 
they make decisions about field test locations. For pharma and industrial crops, 
she said, perhaps the agency should make it a permit requirement that companies 
confer with states regarding the location of field trials. 

She then offered some cautions. She said the federal and state agencies should be 
careful not to duplicate each other’s efforts or make it harder on the technology 
by creating more bureaucracy. And she cautioned against doing two risk assess-
ments—one by APHIS and one by a state agency—because it would be possible to 
come out with two different interpretations of the data, which could create an 
impasse. APHIS would like the states to comment on APHIS’s general approach to 
risk assessment, however. She said she generally likes the idea of keeping trade, 
marketing, and economic issues separate from safety regulation. APHIS does not 
take on the role of promoting the technology, while some state agencies do have 
that role. Finally, she said that APHIS will continue to work with the NPB and 
NASDA to find joint solutions to some issues that all states can agree to, so state 
roles do not vary too widely. 

An EPA representative then spoke. He said he understands that participants want 
to know what goes on in their own states, and he said the work being done on 
CBI should help them move in that direction. In short, he said, the things states 
are interested in doing are the sorts of things the EPA is able and willing to help 
facilitate. 

In closing this discussion, a NASDA representative asked if the federal officials 
were willing to meet with a small group of NASDA members to further flesh out 
some of the options for state involvement. The federal agency representatives said 
they would be happy to do that. 
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ClOSINg COmmENTS

T
oward the end of the meeting, Bob Ehart shared a few thoughts 

about next steps for NASDA. He noted first that NASDA’s biotech 

policy was written in 1998, and while it has stood the test of time, 

it may need to be updated. NASDA intends to draw from their 

experiences in this and the previous two workshops in potentially 

revising that policy. Ehart said NASDA will also use what they have learned to 

help them decide if they should advocate for new programs in the upcoming 

Farm Bill. Ehart said he is heartened by the progress that has already been made. 

At the first workshop on CBI, and in two smaller meetings held after it, a number 

of viable options were raised for addressing that issue. Also, this meeting has 

clearly given NASDA members some clarity regarding the appropriate roles for 

states in the regulation of biotechnology. Ehart said he hopes that materials from 

all three meetings will be available for NASDA’s annual meeting in September, 

where next steps will be discussed. 

A few other participants shared brief closing comments as well, mostly in the 

vein of thanking Pew and NASDA for a productive meeting and expressing 

appreciation to officials from both the federal and state governments for their 

willingness to spend so much time discussing these important issues. 

Adrian Polansky also thanked Turner Odell for his adept facilitation and Bob 

Ehart and Keith Pitts for being the driving forces behind the organization of the 

workshop. Keith Pitts in turn thanked NASDA for an ongoing productive partner-

ship and the presenters for their hard work. He also singled out Yolanda Andrews, 

the Pew staffer who handled all the meeting logistics, for her excellent work. 

In closing, Polansky said that the thought he would leave with was the need to 

institutionalize—to institutionalize a framework for communication and partner-

ship between the states and federal agencies. He said that was his goal for the 

future. With that, the workshop adjourned. 



�� 

APPENDIX A: 
PARTICIPANTS AND STAFF

PartiCiPantS

stanley.H..abramson
Arent Fox

rebecca.Bech
U.S. Department of Agriculture

nancy.Bryson
Venable LLP

tom.Bundy
Consultant

Larry.culleen
Arnold & Porter

robert.dahl
Wisconsin Department of Agriculture, 
Trade, & Consumer Protection

fred.degnan
King & Spaulding, LLP

Mary.ditto
U.S. Food and Drug Administration

Gus.douglass.
West Virginia Department of Agriculture 

John.dyer
California Department  
of Food and Agriculture

chuck.eckerman
Iowa Department of Agriculture
 
doug.farquhar
National Conference of  
State Legislatures

dan.Hilburn
Oregon Department of Agriculture

neil.Hoffman
U.S. Department of Agriculture

steve.Howie
U.S. Environmental Protection Agency

roger.Johnson
North Dakota Department of Agriculture

Jim.Jones
U.S. Environmental Protection Agency

tobi.Jones
Association of American  
Pesticide Control Officials

steve.Kerr
Vermont Agency of Agriculture,  
Food, and Markets

chris.Klenklen
Missouri Department of Agriculture

david.Kostroun
Texas Department of Agriculture 

robert.Leavitt
California Department of Food and 
Agriculture and National Plant Board

paul.Liemandt. .
Minnesota Department of Agriculture, 
and Association of American Pesticide 
Control Officials

Keith.Matthews
U.S. Environmental Protection Agency

Mike.Mendelson
U.S. Environmental Protection Agency



�� 

steve.Miller
West Virginia Department of Agriculture

Brad.Mitchell
Massachusetts Department  
of Agricultural Resources 

carol.okada
Hawaii Department of Agriculture

Jim.o’reilly
University of Cincinnati

adrian.polansky
Kansas Department of Agriculture

catherine.preston
U.S. Department of Agriculture

robin.pruisner
Iowa Department of Agriculture  
and Land Stewardship

Bonnie.rabe
New Mexico Department of Agriculture 

richard.reich
North Carolina Department of  
Agriculture and Consumer Services

Ken.rauscher
National Plant Board

Mike.rodemeyer
Pew Initiative on Food and Biotechnology, 
and University of Virginia

cindy.smith
U.S. Department of Agriculture

paul.strandberg
Minnesota Department of Agriculture 

patrick.takasugi
Idaho Department of Agriculture

Michael.taylor
University of Maryland

robert.tse
California Department of Food and 
Agriculture

sarah.yeager
Indiana State Department of Agriculture

Mitchell.yergert
Colorado Department of Agriculture

Staff
yolanda.andrews
Pew Initiative on Food  
and Biotechnology

Bob.ehart
National Association of  
State Departments of Agriculture

Ben.firschein
Pew Initiative on Food  
and Biotechnology

richard.Kirchhoff
National Association of  
State Departments of Agriculture

turner.odell
RESOLVE

Keith.pitts
Pew Initiative on Food  
and Biotechnology

Jennifer.thomas-Larmer
Larmer Consulting



�� 

APPENDIX B:
ABBREVIATIONS

.aapco association of american Pesticide Control Officials

. aHpa  animal health Protection act 

 ap adventitious presence

.apHIs animal and Plant health inspection Service (uSda)

 Brs Biotechnology regulatory Services (aPhiS, uSda)

	 Bt	 Bacillus	thuringiensis

 cBI confidential business information

 dHHs u.S. department of health and human Services

 eIs environmental impact statement

 epa environmental Protection agency

 eup experimental use permit

 fda food and drug administration (dhhS)

 fdca food, drug, and Cosmetics act

 fIfra federal insecticide, fungicide, and rodenticide act

 Ge genetically engineered

 GM genetically modified

 GMo genetically modified organism

 Gras generally recognized as safe

.Mcan microbial commercial activity notification

 Mou memorandum of understanding

 nas national academies of Science

.nasda national association of State departments of agriculture

. ncsL national Conference of State legislatures

. nepa  national environmental Policy act

 nIMs national incident management System

 npB national Plant Board

 ostp Office of Science and technology Policy (white house)

 pIp plant-incorporated protectant

 pMIp plant-made industrial product

 pMp plant-made pharmaceutical

 ppa Plant Protection act 

 rdna recombinant dna

 tsca toxic Substances Control act

 usda u.S. department of agriculture 


