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Biotechnology Regulatory Services

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

USDA's Biotechnology
Deregulation Process

he U.S. Department of
I Agriculture’s (USDA)

Animal and Plant Health
Inspection Service (APHIS),
through its Biotechnology
Regulatory Services (BRS)
program, is responsible for
regulating the importation,
movement, and field release
of genetically engineered (GE)
plants, insects, micro-organ-
isms, and any other organism
that is known to, or could, be
a plant pest.

APHIS’ biotechnolo-
gy regulations are
designed to ensure
that GE organisms,
such as herbicide-
tolerant cotton or
virus-resistant
papayas, are just as
safe for agriculture
and the environ-
ment as traditional-
ly bred crop
varieties.

APHIS’ biotechnology regula-
tions are designed to ensure
that GE organisms, such as
herbicide-tolerant cotton or
virus-resistant papayas, are
just as safe for agriculture and
the environment as tradition-
ally bred crop varieties.

In regulating biotechnology,
BRS works in concert with
the Environmental Protection
Agency (EPA) and the Food
and Drug Administration
(FDA), which also play impor-
tant roles in protecting agri-
culture, food safety, and the
environment. BRS involve-
ment begins when a person
or organization wishes to
import, move interstate, or
field-test a GE plant, which is
done under the program'’s
permitting and notification
system.

After several years of field
testing and data
collection, a company or

researcher may choose to
begin preparing for commer-
cialization. At this point, an
applicant typically files a peti-
tion for the determination of
nonregulated status with
USDA, which means they
have gathered enough data to
demonstrate the new crop
variety is not a plant pest,
poses no threat to agriculture
or the environment, and
should no longer be regulated
by USDA. Depending on the
product, reviews by FDA and
EPA may also be required.

Petition for Determination
of Nonregulated Status

The petition for deregulation
must include:

e A description of the
biology and taxonomy of
the conventional plant
variety that was used to
produce the GE version.

e A detailed description of
the differences in geno
type between the GE
plant and the original
plant. The description
must include all scientific,
common, or trade names,
and all designations
necessary to identify the
donor organism (where
the new genetic material
came from), the nature
of the transformation
system (how that genetic
material was inserted), the
inserted genetic material,
and the GE plant.
Information about the
locations of the origin and
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processing of the plant,
the donor organism, the
original plant, vector
organisms (if utilized), and
any other regulated
articles must be included.
A detailed description of
the phenotype of the GE
plant. Known and
potential differences from
the original plant that
would substantiate that
the regulated article is
unlikely to pose a greater
plant pest risk than the
original plant from which
it was derived must be
described. This
description may include
plant pest risk
characteristics, disease
and pest susceptibilities,
expression of the gene
product, new enzymes or
changes to plant
metabolism, weediness of
the GE plant, impact on
the weediness of any
other plant with which it
can interbreed, agricultural
or cultivation practices,
effects of the regulated
article on nontarget
organisms, indirect plant
pest effects on other
agricultural products,
transfer of genetic
information to organisms
with which it cannot
interbreed, and any other
information that BRS
requests. Any other
information known to

the petitioner that
indicates that a GE plant
may pose a greater plant
pest risk than the original
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plant must also be
included.

e Relevant experimental
data and publications.

e Field-test reports for all
trials conducted under
permit or notification
procedures involving the
GE plant. These reports
must include the methods
of observation, resulting
data, and analysis
regarding all deleterious
effects on plants,
nontarget organisms, and
the environment.

APHIS BRS Receives a
Petition

After receiving the petition for
nonregulated status, BRS sci-
entists review it to ensure that
the petition is correct and con-
tains all of the required infor-
mation. If any information is
missing or BRS determines
more information is needed, a
letter will be sent to the peti-
tioner. The requested informa-
tion must be submitted, and
the petition deemed complete,
before the review of the peti-
tion can be finalized. Before
BRS makes a determination
on a petition for deregulation,
an applicant may supplement,
amend, or withdraw their
application in writing at any
time without prior approval of
BRS and without affecting
resubmission.

As part of the review process,
BRS conducts an in-depth
environmental assessment
(EA), which fully evaluates the
organism for deregulation and
determines whether it can
safely be released in the envi-
ronment. The review is then
published in the Federal
Register along with a notice
seeking public comments on
the environmental assessment
and the petition for a period of
60 days. All comments are
welcome and will be consid-
ered in the final decision.
Once the completed petition is
received, BRS is required to
process the petition for dereg-
ulation within 180 days.

Based on the findings of the
EA and the comments
received from the public, BRS
will either approve (in whole or
in part) or deny the petition.

Post Market Authority

After a petition for deregulated
status has been approved,
BRS no longer has authority
over the item as it has been
judged to pose no risk to
plants. However, in the unlike-
ly event that the item becomes
a plant—pest risk in the future,
BRS can reregulate it and take
any necessary action to pro-
tect America’s agricultural and
natural resources.

Additional Information

For more information about
the deregulation process con-
tact:

USDA, APHIS, BRS

4700 River Road, Unit 98
Riverdale, MD 20737

or visit the APHIS Web site at

http://www.aphis.usda.gov/brs
/index.html

The U.S. Department of Agriculture
(USDA) prohibits discrimination in all
its programs and activities on the
basis of race, color, national origin,
sex, religion, age, disability, political
beliefs, sexual orientation, or marital
or family status. (Not all prohibited
bases apply to all programs.)
Persons with disabilities who require
alternative means for communication
of program information (Braille, large
print, audiotape, etc.) should contact
USDA's TARGET Center at (202) 720-
2600 (voice and TDD).

To file a complaint of discrimination,
write USDA, Director, Office of Civil
Rights, Room 326-W, Whitten
Building, 1400 Independence Avenue,
SW, Washington, DC 20250-9410 or
call (202) 720-5964 (voice and TDD).
USDA is an equal opportunity
provider and employer.



