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July 13, 2007
By Regular Mail and Fax
Office of Pesticide Programs
Regulatory Public Docket [7502P]
Environmental Protection Agency
1200 Pennsylvania Avenue, N.W.
Washington, DC 20460-0001

Re: Comments to Docket No. EPA-HQ-OPP-2006-1003 Regarding Federal Register
Notice dated April 4, 2007 (72 FR 16312) ______________________________

The Center for Science in the Public Interest (“CSPI”)1 hereby submits the following
comments to the Environmental Protection Agency (“EPA”) regarding the issues raised in its
Federal Register notice dated April 4, 2007 (72 FR 16312).  CSPI commends EPA for
announcing that it is considering amendments to its current regulatory system for plant-
incorporated protectants (“PIPs”).  PIPs are clearly different from other types of pesticides and
need specific regulations that address their unique issues.  Promulgating amendments to the
current pesticide establishment and production regulations under the Federal Insecticide,
Fungicide, and Rodenticide Act (“FIFRA”) that will take into account the differences between
PIPs and other pesticides will result in a strengthened regulatory system that increases consumer
confidence in the safety of GE crops.

To help guide EPA in evaluating its current regulations and any proposed changes to
those regulations, CSPI provides the following specific comments on the questions and issues
raised in the federal register notice:

1  CSPI is a nonprofit education and advocacy organization that focuses on improving the
safety and nutritional quality of our food supply and on reducing the damage caused by alcoholic
beverages.  CSPI seeks to promote health through educating the public about nutrition and
alcohol; it represents citizens’ interests before legislative, regulatory, and judicial bodies; and it
works to ensure advances in science are used for the public good. CSPI is supported by the
800,000 member-subscribers to its Nutrition Action Healthletter and by foundation grants. CSPI
receives no funding from industry or the federal government.
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I. EPA Should Ensure that All Establishments Where PIPs are Produced Are Required to
Register.

EPA should take a broad reading of the definition of a “producer” and the “production”
site to ensure that all entities who are involved in PIP production and who have potentially
relevant information for ensuring compliance with PIP regulations are registered establishments.
Currently, only the developer of the PIP is required to register.  That should continue under any
proposed regulatory changes as the developer controls the PIP and has the most information
about its production and distribution.

Once a developer has registered a PIP, that PIP is transferred to a seed variety through
conventional breeding done by seed companies.  While some seed companies that transfer the PIP
to their seed varieties are owned and/or operated by the developer, other seed companies use the
PIP under a license agreement with the developer.  Any seed company that licenses a PIP to
incorporate it into their own germ plasm should be considered a producer of a PIP and should be
required to register.  By taking the PIP and placing it in a seed variety that is then sold to farmers,
those entities are clearly a “producer” under the current regulations.

After the PIP is incorporated into a seed variety that will be sold to farmers, that seed
variety PIP must be grown by either the seed company or individual farmers to produce the bags
of seed that will be sold to farmers.  The entities conducting the production of PIP seeds (seed
increase) should also be considered producers of PIPs and be required to register.  Those entities
are “preparing, propagating, or processing” a PIP and fall under the definitions in the current
regulations.

The final entity that handles the PIP before it reaches the farmer is the seed dealer, who
sells the PIP seed.  If those entities only sold the seed, then maybe they would not need to register
under FIFRA.  Under the current regulatory system for PIPs, however, seed dealers are agents for
the developers (or the primary registrant) because they get farmers to sign grower agreements and
work directly with those farmers to ensure compliance with the registration conditions (such as
refuge requirements or grower geographic restrictions).  As agents of the developer ensuring
compliance with any registration requirements imposed by EPA, EPA needs a record of those
entities to ensure compliance and address any non-compliance issues.  Thus, those seed dealers
also should be required to register.

In conclusion, EPA’s regulatory amendments should clarify which establishments need to
register and include all the different entities (seed companies, seed increase farmers, and seed
dealers) that transfer the registered PIP from the developer to the farmer.

II. Reporting Requirements for PIP Production Units Should Be Relevant to the Commercial
Product Sold.
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Reporting on the production of PIPs should be done by all registered establishments on an
annual basis.  Production should be reported in units that are relevant both to EPA and to the
developer for the particular product.  While the amount or percentage of the active ingredient may
provide useful and relevant information for chemical pesticides, such production units are not
useful for reporting on PIPs.  Instead, for a PIP in a corn plant, the unit would likely be the “seed”
and the reporting might be done by “number of seeds” with the PIP in them or “number of bags of
seed.”  For a PIP in a flower sold as a bulb, the unit would likely be the “bulbs.”  Therefore, EPA
should amend its regulations (specifically 40 CFR 167.85) to identify relevant production units for
different categories of PIPs and require annual reporting in those units.

III. The Recordkeeping and Inspection Provisions (40 CFR 169.2 and 169.3) Should be
Updated to Address PIPs.

 The intent of FIFRA Regulations 40 CFR 169.2 and 169.3 is to ensure that facilities
involved in the development, manufacture, and distribution of pesticides keep records so that the
government can trace the pesticide from its initial development through its distribution to the
individual who will apply it on the farm.  They ensure that the pesticide is properly handled in
commerce and meets all the legal requirements imposed by federal law.

PIPs should also be subject to recordkeeping and inspection provisions that meet the same
objectives as 40 CFR 169.2 and 169.3.  EPA should require records to be kept by each
establishment in the chain from the developer of the PIP to the seed dealer who sells the PIP to
the farmer.  Those records should identify how the PIP was produced, how much of the PIP was
produced, and how it was distributed in commerce.  Similar to government regulation in other
areas, each entity in the production, manufacturing, and distribution chain should keep records of
the PIPs they received, what they did with them, and where they went (i.e. one step forward and
one step backward, a type of trace back).  This will allow the government to trace the movement
of the PIP in case a problem arises.

PIPs should also be subject to the other recordkeeping requirements in the current
regulations.  For example, PIP establishments should be required to keep copies of labels, data
generated for the registration process, all documents pertaining to compliance with any
registration conditions (such as grower agreements, inspection reports, etc…), and any
advertising or documents given to growers describing the product and its proper use.

Finally, PIPs are living organisms that can exist in the environment for a number of years
and can replicate.  The recent enforcement history for PIPs has shown that issues can arise several
years after the PIP is first introduced into commerce and violations can persist for many years
unknown to the regulators.  Thus, it is imperative that records for PIPs be retained for FIVE
years, not the two years set forth in the current regulations.
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IV. Similar to Chemical Pesticides, the PIP Sold in Commerce to Farmers Should Have a
Label Identifying the PIP and its Proper Use Conditions.

Currently, PIPs are labeled for Experimental Use Permits (“EUPs”) and seed increase
registrations only.  The seeds sold to farmers with a PIP in them are considered “treated” articles
and not subject to any labeling requirements.  This current policy is inadequate.  Instead, all seeds
containing PIPs should be labeled, identifying that they include a regulated substance and
specifying the conditions for proper use.  In particular, the bags of seed sold to farmers should be
labeled with such information.

Data on compliance with refuge requirements by farmers has shown noncompliance rates
from 7% to well over 20%.  See e.g. “Planting Trouble: Are Farmers Squandering Bt Corn
Technology,” issued by CSPI on June 19, 2003 (http://www.cspinet.org/biotech/reports.html).
Any noncompliance could result in the establishment of resistant pests, making it imperative that
all farmers comply with PIP use restrictions.  While the current practices involving farmer
education and grower agreements help achieve compliance, putting a label on seed bags would
increase compliance and reinforce the messages that are being given to farmers from developers
and seed dealers.  Each bag could identify what are the planting restrictions, similar to how a
chemical pesticide identifies how to properly use the product.  Also, this would help with current
geographic use restrictions, which are meant to prevent Bt corn and Bt cotton from being grown
in certain geographic areas in the US.  While it is believed that those conditions are being met by
most farmers, a label would more clearly identify to the farmer whether or not the seeds could be
planted where the farmer is located.  Farmers sign grower agreements that bind them to the
registration conditions but they may not read or remember the details when they plant their seeds.
Information on the label will remind them of their obligations and ensure greater compliance.

V. Registration Should be Required for PIPs that are Exported to Other Countries if They are
Produced Outside of an Enclosed Building.

FIFRA exempts pesticides intended solely for export from certain FIFRA requirements,
including product registration requirements.  While such regulations may make sense for chemical
pesticides which are produced in the United States but exported to other countries for use, the
exemptions should not apply to PIPs.  PIPs are produced differently than chemical pesticides as
they are grown outdoors and can escape into the environment.  Even if they are produced to be
exported, there is a good likelihood that some amount of the PIP will remain uncontrolled in the
US environment.  Thus, they should be regulated and not exempt from all the obligations
currently exempted for chemical pesticides.  For example, they may need safety evaluations to
determine if their persistence in the environment in small amounts poses any risks to humans,
other organisms, or the environment.
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Conclusion

PIPs have been a benefit to farmers and the environment and EPA has done a reasonably
good job regulating them.  However, there is non-compliance out there among farmers with the
use restrictions and the industry is not doing enough to obtain greater compliance.  In addition,
there have been several high profile violations by PIP developers of the FIFRA requirements for
PIPs.  Those violations have taught us that it may be difficult to find violations, and when they are
found, they can involve many years of wrongful conduct that require tracing the PIP from the
developer all the way to the farmer in order to find out the extent of the violation and how to
contain or address it.  Therefore, changing the current regulations, as suggested above, will
support greater compliance and address potential enforcement issues if they arise.

CSPI appreciates the opportunity to submit comments on the issues raised in the Federal
Register notice.   If USDA would like additional information about these comments, I would be
happy to meet with you at your convenience.

Sincerely,

Gregory Jaffe
Director, Biotechnology Project
202-332-9110, Ext. 369

DocumentsPDF
Complete

Click Here & Upgrade
Expanded Features

Unlimited Pages

http://www.pdfcomplete.com/1002/2001/upgrade.htm

