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FIFRA Advisory Panel
Environmental Protection Agency
1200 Pennsylvania Avenue, NW
Washington, DC 204€001

Re: Comments to the FIFRA Scientific Advisory Panel for its February-29,
2009 meeting

The Biotechnology Industry Organization (BIO) is pleased to submit these comments
in response to the public notice regarding the Februaiyéeting of a Scientific
Advisory Panel (SAP) &eientific Issues Associated with the Data Required to
RegisterPlant-Incorporated Protectants BIO appreciates the opportunity to

provide input to the SAP as it discusses data requirements for the registration of PIPs.

BIO is the world's largest biotechnology organization, providing advocacy, business
development, @hcommunications services for more than 1,200 members worldwide.
BIO members are involved in the research and development of innovative healthcare,
agricultural, industrial, and environmental biotechnology technologies. We also
represent state and regidratechnology associations, service providers to the

industry, and academic centers. BIO members provide technology and seed products
for a significant part of the agricultural biotechnology indastiyn particularBlO

members have pioneered indbgelopment of crops that can resist insect predation
and diseascluding those regulated by EPA st Incorporated Protectants

(PIPS).

Nature and traditional plant breeders have given us many varieties of plants that are
able to protect #Zmselves from insects, viruses and other enemies. Over the past
twentyfive years, using the techniques of modern biotechnology, scientists have been
able to modify or ogenetically engineer
soybeans and canola toresg a pesticidal substance in the plant itself in order to
protect the plant from harmful insect pests. The pesticidal substance is typically a
protein that originates in nature and is harmful only to a narrow range of target pests.
With the active suppt of BIO and its food and agriculture member companies, these
innovative new products are regulated by three separate federal agencies to ensure

" RECYCLED PAPER

1201 Maryland Avenue, SW ¢ Suite 900 * Washington, DC 20024-2149 * 202.962.9200 ¢ Fax 202.488.6301 ¢ www.bio.org




that they are as safe to grow and as safe to eat as conventional crops. Plants with pest
resistance traitseaalso being developed for ffioad uses.

Plants expressing pesticidal substances have been safely tested in the field under EPA
and USDA permits since 1986, and have been cleared numerous times for commercial
use following review by EPA, USDA and FDAeID995. Although subjected to

intensive governmental, academic, and commercial monitoring and oversight, not a
single instance of actual harm to health, safety, or the environment has ever been
confirmed for any biotechnoledgrived crop that has satbrily completed the

U.S. regulatory procedn.2008, the total number of biotechnotdgyived crops,

including those with PIPs, increased to 125 million hectares, and these crops are now
being grown safely in 25 countries worldwide.

BIO& members have always provided EPA with all required information peotaining
PIPs, at bothhe experimentéikld test stage apdirsuant tgproduct

commercialization. Moreovirese companies intend to continue to provide such
information as long as EPA deems it necessary. BIO simply asks&RaAftHata
requirenens aregppropriate for PIPs and refléoe Agenag long experience with

the safe field testing and commercialization of these products.

Risk Assessment

The charge of the SAP is to advise EPA in the creation of rules governing data
requirements for PIPs. The purpose of t
ability to perform appropriate human health and environmental risk assessments for
PIPs and theeby make better regulatory decisions regarding these crops.

Traditionally, o0riskoé is quantified in
RISK = HAZARD * EXPOSURE

Risk is therefore the function of two factors, an identified hazard and the extent and
likelihood of exposa. In risk assessment, it is crucial that hazards be precisely and
correctly identified and defined, and that exposure be quantified using the best science
available.

The Agency must first identify harms over which it has a statutory mandate to prevent
or mitigate. BIO reminds the agency that a mere impact is not a hazard. For example
the discussion of gene flow in the guidelines implies that gene flow itself is a hazard.



