U.S. Department of Agriculture
Animal and Plant Health Inspection Service

Through a strong
regulatory frame-
work, BRS ensures
the safe and con-
fined introduction
of new GE plants
with significant
safeguards to pre-
vent the accidental
release of any GE
material.

Biotechnology, Federal
Regulation, and the
U.S. Department of
Agriculture

he Biotechnology
Regulatory Services
(BRS) program of the

U.S. Department of
Agriculture’'s (USDA) Animal
and Plant Health Inspection
Service (APHIS) is responsible
for regulating the introduction
(importation, interstate move-
ment, and field release) of
genetically engineered (GE)
organisms that may pose a
plant pest risk. BRS exercis-
es this authority through
APHIS regulations in Title 7,
Code of Federal Regulations,
Part 340 under the Plant
Protection Act of 2000.

Genetic engineering refers to
the process in which one or
more genes and other genetic
elements from one or more
organism(s) are inserted into
the genetic material of a sec-
ond organism using recombi-
nant DNA techniques.
Engineering a new gene or
genes into the second organ-
ism in this way allows
researchers and developers to
introduce a particular new
trait, or traits.

APHIS protects agriculture
and the environment by
ensuring that biotechnology is
developed and used in a safe
manner. Through a strong
regulatory framework, BRS
ensures the safe and confined
introduction of new GE plants

with significant safeguards to
prevent the accidental release
of any GE material.

APHIS has regulated the
biotechnology industry since
1987 and has authorized more
than 10,000 field tests of GE
organisms. In order to
emphasize the importance of
the program, APHIS estab-
lished BRS in August 2002 by
combining units within the
agency that dealt with the
regulation of biotechnology.

Overview of the BRS
Regulatory System

Developers of GE organisms
that wish to import, move
interstae, or field-test a GE
organism must obtain USDA
permission in advance.
Applicants must submit all
plans for movement, importa-
tion, or field testing for thor-
ough review by regulatory sci-
entists. Those scientists then
evaluate the procedures that
the company or organization
will use and assess any poten-
tial risks. Depending on the
nature of the GE organism, an
applicant files either a notifica-
tion or a permit application.
With either application, the
developer must adhere to cer-
tain measures that ensure
adequate confinement of the
organism. BRS also works
closely with States to be sure
that they are aware of field
tests taking place within their
jurisdiction and to allow them
to request any additional con-
ditions they may require. To
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ensure compliance with the
permit and notification condi-
tions, BRS inspects field-test
sites and audits records.

The Notification Process

Most plants are field-tested
under a notification.
Notification is a streamlined
process that may take up to
30 days for review and
approval. Applicants may use
the notification process only
for engineered plants that
meet specific safety-related
eligibility. Often, plants field-
tested under the notification
process are altered to pro-
duce pest resistance or herbi-
cide tolerance.

To qualify for the notification
process, the GE plant must
meet six requirements to
ensure that it does not pose a
significant plant pest risk.
Applicants must also agree to
carry out the test in such a
way to meet the performance
standards set forth by BRS to
ensure that the GE plants
remain confined. BRS
requires that applicants pro-
vide detailed information
about the plant, such as the
source and identity of any
genes introduced, the method
of genetic engineering, and
the size, duration, and loca-
tion of the field test. If a
plant does not meet the crite-
ria for notification, or if the
engineered organism is not a
plant, the applicant must fol-
low the full permitting
process.



BRS approves a
petition only
when it reaches
the conclusion
that potential
threats to the
environment are
no different than
those posed by
the nongenetically
engineered ver-
sion of the crop.

The Permit Process

The permit process is used
for GE plants that could have
an elevated risk (e.g., plants
that produce pharmaceutical
or industrial compounds) and
for all other GE organisms
besides plants. Field-testing
permit applications are more
extensive than notifications
and may take up to 120 days
to process. Applicants must
also apply for permits for the
movement or importation of a
regulated article, which may
take up to 60 days to process.

For field testing, permit appli-
cants must provide BRS with
details about the nature of the
organism, its origin, its intend-
ed use, all new genes and
gene products, and proce-
dures for field production and
isolation. For movement or
importation permits, appli-
cants must also submit a
detailed description of the
destination, the means of
movement, and procedures to
safeguard against the escape
of the GE organism. Using
this information, BRS scien-
tists create a set of permit
conditions that applicants
must meet in order to receive
approval to field test or trans-
port their GE organism. Upon
approval, permits are valid for
1 year from the date of issue
and must be renewed if addi-
tional plant material is moved
or planted after that time.
When importing of a GE
organism, an applicant must
submit an application for each
shipment.

Petition for Deregulation

During field testing, the devel-
oper may gain data to show
that the product is safe and
does not pose a plant pest
risk. When developers can
show that the product is not a
plant pest risk and should be
removed from BRS oversight,
they may petition BRS for
deregulation, or nonregulated
status. In order to have a GE
organism deregulated, a
developer must submit infor-
mation such as a description
of the biology of the plant
before it was genetically engi-
neered, differences between
the GE plant and the original
plant, and field-test reports for
all trials the petitioner con-
ducted involving the GE plant.

BRS conducts an environmen-
tal assessment in compliance
with the National
Environmental Policy Act to
analyze the potential impacts
the GE organism may have on
agriculture and the environ-
ment. This assessment
includes a wide variety of
environmental parameters
and specifically looks for pos-
sible damage to threatened
and endangered species.
When BRS completes the
assessment, it is posted on
the Web and made available
for a 60-day public comment
period through a Federal
Register announcement.

BRS approves a petition only
when it reaches the conclu-
sion that potential threats to
the environment are no differ-
ent than those posed by the
nongenetically engineered
version of the crop. BRS will
often ask for additional infor-
mation before the petition can

be deemed complete and the
assessment can be finalized.
BRS notifies petitioners with-
in 180 days after the petition
is complete that it has either
been granted nonregulated
status (in whole or in part) or
been denied. Once APHIS
has reached a determination
of nonregulated status—and
other Federal authorities with
regulatory oversight, such as
the Food and Drug
Administration (FDA) and the
Environmental Protection
Agency (EPA), have also com-
pleted their reviews—the
product may be used com-
mercially.

Since 1987 APHIS has over-
seen the deregulation of
more than 60 GE products.

Of these approved products,
40 percent were engineered
for herbicide tolerance and 25
percent for insect resistance.
Corn, tomatoes, and cotton,

in that order, are the most fre-
quently deregulated products.

Compliance With BRS
Regulations

It is the responsibility of BRS
to establish and enforce regu-
lations that protect American
agriculture and the environ-
ment while allowing for the
safe introduction of GE organ-
isms. BRS determines the
conditions under which GE
organisms can be introduced
into the United States and
allows for the importation,
interstate movement, and
field release of these materi-
als only after rigorous condi-
tions and safeguards are put
into place. Failure to adhere
to the regulations, permit con-
ditions, and requirements can
result in serious penalties.



The BRS compliance unit is
dedicated solely to ensuring
that developers maintain com-
pliance with permit and notifi-
cation conditions.

Compliance specialists and
APHIS inspectors perform tar-
geted, risk-based inspections
and audits of field tests and
use set criteria to thoroughly
evaluate all potential compli-
ance infractions. BRS
addresses all compliance
issues and takes appropriate
actions to correct the compli-
ance infraction.

Compliance Infractions

When a company does not
adhere to APHIS regulations
and permit conditions, BRS
refers to these incidents as
“compliance infractions.”
Compliance infractions can
include a wide range of
issues. For example, some
infractions involve administra-
tive issues such as the wrong
name on a permit. Other
types of infractions include
failing to notify APHIS in the
event of vandalism or destruc-
tion of a field test; failing to
obtain a permit; and failing to
follow performance stan-
dards, such as isolation dis-
tances. Planting at a field-
test site before a permit
becomes effective and plant-
ing after it expires also qualify
as compliance infractions. In
such cases, BRS immediately
implements procedures to
bring the company or institu-
tion into compliance with all
necessary measures to pro-
tect U.S. agriculture, the food
supply, and the environment.
Depending on the serious-
ness of the infraction, BRS
may refer the case to APHIS’

Investigative and Enforcement
Services (IES) for further
investigation. BRS refers to
infractions as "violations” in
cases where |ES determines
that a penalty for an infraction
is warranted. BRS also works
closely with other Federal
agencies, including FDA and
EPA, and the State depart-
ments of agriculture, to moni-
tor compliance with regula-
tions.

The developers conducting
field tests are responsible for
identifying and reporting
potential compliance infrac-
tions. Many developers have
compliance reporting pro-
grams as part of their operat-
ing procedures to comply
with BRS regulations and
ensure safe field testing.
Between 1990 and 2001,
developers self-reported
more than 60 percent of the
total number of compliance
infractions examined by
APHIS.

BRS ensures compliance with
its permit conditions by per-
forming frequent and thor-
ough inspections and audits.
Permitted field tests are
inspected at least once, and
plants engineered to produce
pharmaceutical and industrial
proteins are inspected up to
seven times before, during,
and after the field trial to veri-
fy that developers are careful-
ly following the conditions set
forth by BRS. These inspec-
tions are performed at critical
times during field testing,
including preplanting, flower-
ing times, harvesting,
postharvest, etc. Through rig-
orous inspection and enforce-
ment activities, BRS is ensur-

ing that products are safely
developed in a way that pro-
tects agriculture and the envi-
ronment.

Additional Information

To apply for a permit to intro-
duce a GE organism, please

contact BRS' regulatory divi-
sion at (301) 734-5715.

For more information on BRS,
please visit the program’s
Web site at
<http://www.aphis.usda.gov/
brs>. There you will find the
latest information on BRS, its
regulations, answers to fre-
quently asked questions, and
links to databases with every
introduction of a GE plant in
the United States.

The U.S. Department of Agriculture
(USDA) prohibits discrimination in all
its programs and activities on the
basis of race, color, national origin,
age, disability, and where applicable,
sex, marital status, familial status,
parental status, religion, sexual orien-
tation, genetic information, political
beliefs, reprisal, or because all or part
of an individual’s income is derived
from any public assistance program.
(Not all prohibited bases apply to all
programs.) Persons with disabilities
who require alternative means for
communication of program informa-
tion (Braille, large print, audiotape,
etc.) should contact USDA's TARGET
Center at (202) 720-2600 (voice and
TDD). To file a complaint of discrimi-
nation, write to USDA, Director,
Office of Civil Rights, 1400
Independence Avenue, S.W.,
Washington, D.C. 20250-9410, or call
(800) 795-3272 (voice) or (202)
720-6382 (TDD). USDA is an equal
opportunity provider and employer.



