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AUS Department of Agriculture
APlant Protection Act (PPA)

AUS Environmental Protection Agency
AFederal Insecticide, Fungicide and
Rodenticide Act (FIFRA)
AFederal Food, Drug, and Cosmetic Act (FFDCA)
AToxic Substances Control Act (TOSCA)

AUS Food and Drug Administration
AFederal Food, Drug, and Cosmetic Act (FFDCA)
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The Goal of APHIS Regulatlon

U The goal of APHIS regulation is to protect plant health.

U This responsibility is derived from the plant pest
provision of the Plant Protection Act.

U Plant pests are organisms that can do harm or injury to
plants or plant products

U Plant pest effects can be direct or indirect.
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The goal of biotechnology regulatio :
USDA-APHIS Is to protect plant health

However,

The reqgulations are expected by many to serve a
number of other purposes including:

A Maintaining public confidence

A Facilitating trade
A Identifying broader environmental risks (under

NEPA)
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What GE organisms does

APHIS Regulate?

U Organisms that are altered or produced through
genetic engineering, and

U There is a possibility that the organism could cause
direct or indirect harm to plants:

— A GE organism is considered a regulated article if the donor
organism, recipient organism, vector, or vector agent used in
engineering the organism belongs to one of the taxa listed in
the regulation and is also a plant pest, or if there is reason to
believe that it is a plant pest
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e "'What does APHIS Regulate?

U If a GE organism fits the criteria, APHIS
reqgul ates al l N1 ntrc
—Importations
—Interstate movements
—Environmental releases 1 fields tests
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7/ CFR 340

Proposed Rule Objectives:

A Align the regulations with the Plant Protection Act of
2000

A Update the regulations in response to advances in
science and our accumulated experience

A Address OIG audit recommendations and 2008
Farm Bill provisions

A Make more efficient use of agency resources
A Eliminate unnecessary regulatory burdens

AlIncrease transparency 0
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The purpose of a proposed

rule is to:

A Identify the proposed changes,
A Allow for public input and comment, and

A Inform the decision making process in
development of a final rule.
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Process of Revising Regulationé

NEPA Process

Jan. Feb - Mar 2004 July Aug. Fall
2004 2004 2007 2007 2007 .
Notice of Stakeholder Comments Draft ~ Public Comments Final EIS
Intent to Meetings Analyzed EIS Meetings Analyzed
Prepare an MD >2,300 (pub) MD >23,000
EIS CA
_ MO
Regulation
Writing Process
Oct Nov Fall 08 Jan -Jun29  Mar -Apr  Spr -Sum
2008 2008 Winter 09 09 09 09
—
Proposed Public Comments Re-open Public Comments Final
Regs Meetings Analyzed Public Meetings  Analyzed Regulations
published MD >15,000 Comment Specific 6,000 +
CA Period Issues
MO MD
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Regulatory Changes

A First step: Draft programmatic Environmental
Impact Statement
U Assess environmental impacts of proposed changes
U Public comment period July-September 2007
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Public Comments on EIS

A Issue 1- scope of the regulations

A Issue 2- risk-based permitting

A Issue 3- deregulation

A Issue 4- plants producing pharmaceuticals/industrials

A Issue 5- regulating nonviable GE material
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Public Comments on EIS

A Issue 6- commercialization permits

A Issue 7- low-level presence

A Issue 8- importation of GE commodities for FFP

A Issue 9- interstate movement of research organisms

A Issue 10- shipping container requirements

M Biotechnology
QSDA United States Department of Agriculture e Regulatory
Animal and Plant Health Inspection Service Services




!

| P

A Alignment with Plant Protection Act 2000

U Provisions for plant pests and noxious weeds

U Which GE organisms are subject to the
regulation.

A Eliminate notifications and courtesy permits;
retain and revise permitting procedure

A Categories for environmental release permits
for GE plants
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Proposed revision of rule

A Rewse recordkeeping and reporting
requirements

A Incorporate LLP policy into regulation

A Add new procedure to approve conditional
exemptions from the requirement for permit

A Clarify the approval of non-regulated status
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7 CFR 340: Major Issues

A Scope of the regulations

U Factors to consider to identify those GE organisms
which would be subject to the regulations.

— Genetically engineered plants if:

A (i) The unmodified parent plant from which the GE
plant was derived is a plant pest or noxious weed, or

A (ii) The trait introduced by genetic engineering could
increase the potential for the GE plant to be a plant
pest or noxious weed, or

A (iii) The risk that the GE plant poses as a plant pest or
noxious weed is unknown, or

A (iv) The Administrator determines that the GE plant
poses a plant pest or noxious weed risk.
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" 7 CFR 340: Major Issues

A Scope of the regulations
U Concern about who decides
U Concern that scope too broad
U Concern that scope too narrow.

U Many proposed that all GE plants should be
subject to the regulations.

i What criteria should be used for the scope

U Which specific GE organisms should be
requlated
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A Noxious weed authority

U Mny plant or plant product that can directly or indirectly
Injure or cause damage to crops (including nursery stock or
plant products), livestock, poultry, or other interests of
agriculture, irrigation, navigation, the natural resources of the
Uni ted States, the public he

—Concern where would APHI S
noxious weed standard
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A Elimination of the notification procedure
U Proposed Permit categories not clear
U Concern of longer processing times detrimental to
planning activities
U Concern of increased data collection and
recordkeeping burdens

U Concern that permit categories not risk based
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A Regulation of pharmaceutical and industrials

U Proposed categories based on properties of the
plant, not intended use.

U Many wanted to ban all environmental release of
PMP and PMI especially in food crops.

U How does an intended use to produce
oharmaceutical or industrial compounds contributes
to an increase in plant pest or noxious weed risks?
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ju,"z;,'f} March 13, 2009 Scoping MeetingI
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A Identify full range of issues for April
meeting

A collaborative meeting formats that
could help ensure that the agenda
Issues will be frankly and fully
explored during the April 2009
meeting.
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April 29-30, 2009 Meeting

A Elicit more specific information and
detailed suggestions regarding 4 issues
and others suggested at scoping meeting

A Public.
A Proceedings transcribed and available

A Discussions to foster focused, substantive
dialogue on the key issues
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You are here: Home = Bictechnolegy = BRS = Mews and Information = Meetings

http://www.aphis.usda.gov/biotechnology/meetings.shtml

Biotechnology Meetings

Upcoming Meetings

Public Meeting on Proposed Rule for
Biotechnology Regulations

April 29-30, 2009
9am.to5 p.m.
Riverdale, Md.

On April 29-30, &PHIS invites interested parties to attend an
issue-focused public meeting on a proposed rule to revise
existing regulations regarding the importation, interstate
movement and environmental release of certain genetically
engineered (GE) organisms. The meeting will be held 9 a.m.
to 5 p.m. each day, at APHIS Headquarters in Riverdale, Md.
Attendees can register by clicking on the link below.

Resource Documents for Participants

Flant Protection Act

Current AFHIS Regulations 7CFR Part 340
Proposed APHIS Regulations 7CFR Part 340
Low Lewvel Presence Folicy

Tranzcript of March 13 Fublic Scoping Meeting
Agenda Coming Soon

Additional Information Coming Soan

Register to Attend the Meeting
Directions to Riverdale, Md. Facility
Learn more about the Proposed Biotechnology Regualtions

Past Meeatings More (})
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5 Related Topics

o Owerview

o Introducing Genetically
Engineered Organisms
that may be Plant Pests

o About BRS

o About Permits,
Notifications, and
Petitions

o Status of Permits,
Notifications, and
Petitions

o Compliance and
Inspection

o Biotechnology
Regulations and Statutes

o BRS Library
News and Information

o

o Biotechnology Site Map

| Want To...

o Apply for a Permit,
Notification,
or Petition

o Check the Status of a
Permit,
Notification, or Petition

o Report a Compliance
Issue

o Register as a BRS
Stakeholder
o Learn about BRS

@ Find Biotechnology
Environmental
Documents

o Submit a Public Comment
o Learn about BERS Job
Opportunities
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http://www.aphis.usda.gov/biotechnology/340/340 _index.shtml
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