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December 23, 2003


Division of Dockets Management (HFA-305)

U.S. Food and Drug Administration

5630 Fishers Lane

Room 1061

Rockville, MD  20852

Attention:
Mr. Joseph Levitt



Director, Center for Food Safety and Applied Nutrition

RE:
[Docket No. 02N-0276] Comments of SAGARPA On Interim-Final Rule Relating To Registration of Food Facilities 

Dear Mr. Levitt:


These comments are submitted on behalf of the Secretaria de Agricultura, Ganaderia, Desarrollo Rural, Pesca y Alimentacion (“SAGARPA”), pursuant to the notice appearing in the Federal Register on October 10, 2003 (68 Fed. Reg. 58894) in response to the request for public comment on the interim-final rule promulgated to implement the facilities registration provisions of the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (“the Bioterrorism Act”). 


Initially, SAGARPA would like to commend the FDA for taking into consideration the numerous public comments - - including those submitted by SAGARPA - - received in response to the publication of the proposed facilities registration rule.  It is apparent from the interim-final rule that the FDA gave careful consideration to these comments, and published an interim-final rule that raises far fewer concerns about the facilities registration process than the proposed rule.  


SAGARPA also wishes to commend the FDA for its decision to phase in its implementation of this rule.  This should minimize disruptions in the flow of trade across the border.


While the interim-final rule does address some of the concerns originally expressed by SAGARPA in its comments on the proposed rule, the two major concerns expressed by SAGARPA - - the requirement that foreign facilities must designate an agent who resides in the U.S., and the strong preference for electronic registration - - remain unchanged.  These two issues arise not from concerns about Mexico’s large, sophisticated growers and exporters, who can readily comply with these requirements.  They arise because these are very large number of small rural growers in Mexico who may not be able to comply with these requirements and may view them as being so insurmountable that they will simply stop shipping product to the United States.  It is this concern over the possible distortion of trade flows, and loss of the U.S. market for these small growers who are very important to the Mexican economy, which motivates SAGARPA to again file these comments. 


We would urge that the requirement that foreign facilities must designate a U.S. agent who resides in the United States on the facilities registration form be reconsidered, at least for small, unsophisticated rural growers.  Many of the growers simply have no idea how to go about finding such an agent, and being unable to do so, will not register their facilities with the FDA.  This, in effect, will preclude them from shipping to the U.S. market.  We would urge the FDA to take into account the limited means many of these poor rural growers have, and to make special provisions for such growers who do not have the resources to find a U.S. agent to designate for registration purposes.  


The regulations also continue to express a strong preference for registration via the internet.  The entire registration process is set up to expedite registration done electronically.  No effort seem to be made to accommodate those who for either financial reasons, or due to lack of communication infrastructure, are unable to register electronically.  Again, there are a large number of rural growers in Mexico who not only do not have access to the internet, but also do not have access to computers.  For these growers, who are much more numerous in Mexico than in the United States and account for a much large percentage of production, electronic registration is simply not an option.  Given this fact, we are concerned that registration via mail (or by facsimile) is not only not preferred, but will be viewed to be of secondary importance.  It is unfair to those who have no choice but to register using less sophisticated, non-electronic means to have their registration delayed.  If anything, we would urge that the FDA make non-electronic registration a priority, and that the agency devote resources to ensure that those who register non-electronically have their registrations processed as expeditiously as possible, so that the difference in the period of time to obtain a registration number between those filing electronically and those filing by other means is minimized to the greatest extent possible.


Additionally, we would request that there also be a Spanish language version of the facilities registration module online.


Your consideration of these concerns is greatly appreciated.  We hope that further revision of the facilities registration rule will take these concerns into account. 

Sincerely,

Donald S. Stein
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