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RE:
Requested Public Comment on Proposed Federal Regulations Promulgated Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (the “Bioterrorism Act”); Dockets 02N-0276 and 02N-0278

Dear Sir or Madam:

Monsanto Company (Monsanto) appreciates the opportunity to comment on the U.S. Food and Drug Administration’s (FDA) interim final rules dated October 10, 2003 on Registration of Food Facilities Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (68 Fed. Reg. 58894) and on Prior Notice of Imported Food under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (68 Fed. Reg. 58974) (the “Interim Final Rules”).

Monsanto is a leading provider of agricultural products and solutions. We use unparalleled innovation in plant biotechnology, genomics and breeding to improve productivity and to reduce the costs of farming. We produce leading seed brands, including DEKALB and Asgrow, and we develop biotechnology traits that integrate insect control and weed control into the seed itself.  Through our Holden’s/Corn States business, we also provide other seed companies with genetic material and biotechnology traits for their seed brands.  Monsanto is the lead provider in genetically enhanced seed products and is one of the top two multinational seed companies in the world.  We operate hundreds of seed handling facilities in over 18 global locations including 12 states within the U.S.  We also are a major supplier of breeder livestock for livestock producers in North America and elsewhere.
For the reasons explained below, Monsanto believes the definitions of “Farm” and “Harvesting” should be revised, taking into account modern seed production practices and modern farm business structures, to address certain ambiguities in the current definitions.  Furthermore, we believe FDA should clarify that the Prior Notice of Import requirements do not apply to shipments of seed intended solely for planting purposes or breeder livestock.

Monsanto’s major concern with the Interim Final Rules is that many of our seed handling facilities may be required to register as “food facilities,” and file a Prior Notice of Import for seed shipments, even though they are engaged primarily in the breeding, production and marketing of seed for planting purposes.  Our seed products generally are not produced for sale as food for humans or other animals.  However, some seed produced for planting purposes eventually is discarded.  This discarded seed may eventually reach food channels because, although it may not possess the agronomical characteristics desired by our customers, it may be perfectly acceptable for food or feed purposes.  Such discarded seed remains in its natural state, and has not undergone any manufacturing or processing, as defined in the Interim Final Rules.

Definition of Farm 

Under the Interim Final Rules, farms are exempt from the food facility registration requirements.  A farm is defined as “a facility in one general physical location devoted to the growing and harvesting of crops, the raising of animals (including seafood), or both.”  The definition includes facilities that pack or hold food (e.g., harvested crops), provided all such food is grown, raised, or consumed on that farm or another farm under the same ownership and facilities that manufacture/process food, provided that all food used in such activities is consumed on that farm or another farm under the same ownership (See 68 Fed. Reg. at 58961 (to be codified at 21 C.F.R. § 1.227(3)(i)).
The notion of farm “ownership” is ambiguous, given that leased land has assumed an increasing share of farm operations and new business structures and given the broad range of techniques used by farmers to structure their businesses.  Thus, the notion of “ownership” has little relevance in the context of most modern farm operations.  For this reason, the U.S. Department of Agriculture generally focuses on who “operates” or “controls” the farm rather than “ownership” in administering its farm programs and Monsanto urges FDA to adopt a similar approach for purposes of the Interim Final Rules.

Seed sold by Monsanto is grown, harvested, and handled under tightly controlled and secure conditions.  Typically, the seed we use for research or other pre-commercialization purposes is grown on farms owned or operated by Monsanto while seed produced in larger quantities for commercial sale may be produced by Monsanto or for us by a private grower under exclusive contract.  Monsanto’s actual involvement in the farming operation can vary significantly along a broad spectrum.  In some cases, we sow and harvest the seed on our own land, while in others, we may lease land or contract with a private grower to grow the seed for us with Monsanto dictating the growing practices and controlling how the harvested crop is handled.  In any case, Monsanto keeps detailed records regarding all aspects of the seed production, harvesting, and shipment and we have in place various control measures in order to meet regulatory requirements, ensure product quality, and prevent cross-contamination and the private grower is prohibited from selling his crop to anyone other than Monsanto.  

Monsanto believes that Congress fully intended to exempt farms and all of the traditional activities that are incidental to farming activities and not to mandate a registration requirement that fails to take into account modern seed operations.  Accordingly, we recommend that FDA revise the definition of “farm“ at 21 C.F.R. § 1.227(3)(i) to include “facilities that pack or hold food, provided that all food used in such activities is grown, harvested, raised, or consumed on that farm or on another farm that is operated by or under the same ownership or control as the facility conducting the activities” (tracked changes reflect proposed revision).  This revision, in conjunction with the recommendations that follow, would grant the “farm exemption” to some (but not necessarily all of the) facilities operated by Monsanto that conduct seed activities but may not be recognized within the current definition of “farm.”

Definition of “Harvest”

Harvesting activities vary by crop and by the crop’s intended use.  Corn, for example, is harvested differently depending on whether the corn is used for silage, for feed, or for planting.  For example, harvesting-related activities for corn intended for planting include “shucking”, “sorting” and “sizing” while the harvesting of corn for silage does not.  These activities do not involve “processing” or manufacturing” as the seed remains in its “natural state“ and are akin to an apple or citrus growers’ sorting and washing of crops prior to placing product in storage.  And just as with these crops, certain seed harvesting activities may occur after the crop is removed from the field.
However, the current definition of “harvest” in the Interim Final Rules does not explicitly take into account these differences and could unnecessarily exclude certain practices essential to the harvesting of a crop for its intended purpose from the definition of “harvest.”

According to the registration interim rule, “harvesting” activities include “washing, trimming of outer leaves of, and cooling produce.”  See 68 Fed. Reg. at 58910 (to be codified at 21 C.F.R. § 1.227(3)(i)).  Seed farming operations, however, routinely conduct different activities that are in fact incidental to the “harvesting” of seeds for planting purposes, such as shucking, sorting and sizing seed.

Monsanto requests that FDA revise the definition of “harvesting" to expressly include “shucking,” “sorting” and “sizing” seed and other raw agricultural commodities.  Monsanto believes this clarification is justified by the same reasoning FDA used to exempt “washing, trimming the outer leaves of, and cooling produce.”  The additional proposed activities are traditional and incidental to seed farming operations.

Furthermore, planting seeds harvested in these additional ways remain in their natural state.  See 68 Fed. Reg. at 58977 (describing activities that will not render food “not in its natural state” for determining whether a “grower” or “manufacturer” should be identified in prior notice submissions).  Consequently, if FDA determines that imported seed should be subject to prior notice, the foreign sources of the imported seed would be properly classified in prior notice as “growers,” which are not required to register with FDA, even if they are direct exporters to the U.S.  The result of these changes would be that FDA’s registration requirements would be applied consistently to domestic and foreign planting seed operations, especially if FDA decides that prior notice may be required for imported seed shipments.
Applicability of FDA’s Registration and Prior Notice of Import Regulations to Monsanto’s  Seed and Breeder Livestock Activities
Monsanto believes language in the preambles to the Interim Final Rules regarding “multiple use” products creates ambiguity regarding the applicability of the Interim Final Rules to the seed industry.  To determine the applicability of the new rules, FDA articulates a novel standard for “multiple use” products that have food and non-food uses.  The agency states that the rules apply if certain persons associated with the facility or shipment in question “reasonably believes the [multiple-use product] is reasonably expected to be directed to a food use.”  See, e.g., 68 Fed. Reg. at 58910 and id. at 58987.

This “reasonably believes” and “reasonably expected” language is unclear and difficult, if not impossible, to apply to the Monsanto’s varied research and development activities.  Although very small amounts of seed intended for planting may be disposed of and end up in the food supply, it is not always possible to anticipate or predict such eventual food uses, especially, as in the case of imports, at the time of import when a Prior Notice of Import may be required.  Moreover, since the quantities of such “discarded” seed are very, very small, and the production of such seed is tightly controlled, any potential safety or security risks associated with such small quantities are very low.

We should further emphasize that the confusion that exists regarding the applicability of the interim final rules to seed industry activities already has affected some product movement.  We understand that at least one international express courier has already rejected shipments bound for the U.S. unless the foreign facility supplies a registration number because of the risk that FDA or Customs and Border Protection (CBP) may hold or refuse the shipment due to inadequate prior notice.  While Monsanto has not experienced delays with seed shipments, several of Monsanto’s shipments of breeder animals (which much like seeds are not imported for food for humans or other animals (not intended for slaughter)) from Canada have been delayed in the past few weeks when our Customs broker was requested to provide a prior notice of import for shipments of breeder animals.

Accordingly, Monsanto asks FDA to explicitly state that no prior notice is required for imported seed that is intended for planting purposes or breeder livestock not intended for immediate slaughter.  An explicit statement exempting such import shipments will minimize the current confusion that could contribute to unnecessary and costly delays at the borders or result in inconsistent regulatory enforcement.

Problems Regarding Implementation of Prior Notice Using FDA-Flagged HTS Codes

Another area that presents significant problems to Monsanto’s and the seed industry’s operations is FDA’s adoption and application of its Harmonized Tariff Schedule (HTS) code flagging system to imported articles subject to prior notice requirements.  We encourage you to take the following steps to minimize any likelihood of shipments being delayed at the border because of the misapplication of prior notice requirements to seed or breeder livestock.

Monsanto requests that FDA exempt planting seed and breeder livestock entries from prior notice requirements and remove FD3 flags from HTS codes that cover seed for sowing or planting and breeder livestock.  Alternatively, FDA should clarify that FD3-flagged HTS codes may be “disclaimed” at entry as described above for other goods based upon information available to the importer, owner, or consignee of the shipment at the time of importation.

Furthermore, irrespective of whether an HTS code is flagged by FDA, the agency should not rely solely upon HTS flags to implement its prior notice requirements.  Monsanto recommends that FDA issue further guidance recognizing statements on shipping documents or invoices, such as "seed covered by this invoice is for planting purposes only," to alert border officials that planting seed shipments do not require prior notice submissions.

Under the current system, importers may file prior notices simply to prevent possible delays due to FDA’s HTS-flagging process.  This over-reporting will create an undue burden on Monsanto and on Customs and FDA, and in the case of treated seed and regulated articles (including certain bioengineered seed) may create confusion and delay shipments.  Treated seed and regulated articles are prohibited from being used for food or feed purposes, so declaring such shipments as “food” and filing a Prior Notice of Import with respect to shipments containing such articles makes no sense, but may be necessary to prevent shipments from being rejected.  Monsanto believes FDA’s implementation of the requested actions would effectively prevent such over-reporting of shipments where prior notice clearly is not required or appropriate or even contrary to other regulations.

In the event that FDA decides to retain the FD3 flags on HTS codes that cover various seeds for sowing or planting because a de minimis quantity of such seed might be directed to food use, Monsanto asks FDA to explicitly state that seed for sowing or planting that are shucked, sorted, and sized remain “in their natural state” for purposes of prior notice.

*     *     *

In summary Monsanto asks FDA:

· To revise the definition of “farm“ at 21 C.F.R. § 1.227(3)(i) to include “facilities that pack or hold food, provided that all food used in such activities is grown, harvested, raised, or consumed on that farm or on another farm that is operated by or under the same ownership or control as the facility conducting the activities” (tracked changes reflect proposed revision).

· To clarify that the definition of “harvesting" includes “shucking,” “sorting,” and “sizing” seed and other raw agricultural commodities.

· To explicitly state that no prior notice is required for imported seed that is imported for planting purposes or for breeder livestock not imported for immediate slaughter.

· To remove “FD3” flags from HTS codes that cover seed for sowing or planting and breeder livestock, to avoid confusion at the border regarding applicability of prior notice requirements; or alternatively, clarify that “FD3” flagged HTS codes may be “disclaimed” at entry based upon information available to the importer, owner, or consignee of the shipment at the time of importation.

· To issue further guidance recognizing the use of statements on shipping documents or invoices, such as "Seed covered by this invoice is for planting purposes only," to alert border officials that planting seed shipments do not require prior notice submissions.

· To explicitly state that seed for sowing or planting that are shucked, sorted, and sized, remain “in their natural state” for purposes of prior notice.

Monsanto again wishes to convey our appreciation for the opportunity to provide comment on FDA’s interim rule.  We remain at your disposal for any information and assistance that will facilitate the smooth implementation of FDA’s regulatory oversight under the Bioterrorism Act.

Sincerely,

John B. Winski

Corporate Counsel
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