December 19, 2003

	Comments by the Government of Japan on the United States’ Interim Final Rule “Registration of Food Facilities” Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (DOCKET No. 2002N-0276)



The Government of Japan appreciates the opportunity to provide comments as follows on the United States’ Interim Final Rule of “Registration of Food Facilities” (hereinafter referred to as “the Rule”) under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (hereinafter referred to as “the Act”), published in the United States’ Federal Register October 10, 2003 and notified to the WTO dated October 16, 2003 (G/SPS/N/USA/691/Add.3) and October 15, 2003 (G/TBT/N/USA/32/Add.1).

1.
The Government of Japan recognizes that the Bioterrorism Act was enacted as an anti-terrorism measure.  However, the registration of food facilities has not necessarily working well, due to the complexity of its procedures and misunderstandings of the Rule on the part of Japanese food processors.  Consequently, the Government of Japan has received complaints from domestic exporters that they have already faced some difficulties in carrying out their business.  The Government of Japan is afraid that such circumstances may well disrupt commercial distribution of food.  Therefore, it strongly requests the U.S. Government to continue efforts to keep Japanese businesses well-informed about the Act, through such means as holding seminars in Japan continuously.
2.
Based upon the above-mentioned viewpoints, the Government of Japan requests the U.S. Government to issue brochures explaining procedures on the Rule in Japanese and to establish contact points for consultation in Japan so that Japanese businesspeople can make inquiries in Japanese.  It will also facilitate the U.S. Government to continue to implement the Act and apply its Rule smoothly to Japanese food manufacturers, which include many small and medium-sized enterprises.
3.
The Rule provides that each foreign food facility must be registered only once to avoid repeated registrations.  However, the Government of Japan requests that repeated registrations be allowed for the following reasons: 


(1)
There are a plural number of wholesalers in food exporting process from Japan to the U.S., thus making the transaction and distribution of food manufactured in Japan complicated with multiple steps to be cleared.  Therefore, food products shipped by a certain single facility in Japan are quite often handled by more than one exporter.  If the FDA does not disclose the information whether a certain facility has already been registered or not, it is difficult for the owner of a registered food manufacturing facility to ensure that all those exporting the products of the facility use the same registration number referring to the said facility.  Accordingly, it is inevitable that respective exporters register food facilities by themselves, which leads to multiple registration numbers for a single food facility; and,  


(2)
Under the Rule, a sole U.S. agent should be designated for each registration of facility.  Accordingly, when one exporter becomes a U.S. agent and assigned a registration number, another exporter will share the same registration number for the latter’s business.  In this case, when an emergency call has to be made, it may be made to an irrelevant exporter that is recorded as a U.S. agent (the former), which is presumably undesirable.  Therefore, if plural U.S. agents are not allowed to be registered, and considering that finding a third party U.S. agent who does not directly be engaged in food transactions (i.e., an agent specialized in acting as an agent) is difficult, repeated registrations of a food facility are necessary. 

4.
The Government of Japan would like to reconfirm that food items carried or sent by individuals for themselves or their families will NOT be searched to ascertain whether the facilities that produced the items have been registered under the Rule, and thus will NOT be refused to enter the U.S. particularly as the requirement of the Rule.  If such an inspection and refusal at the border is presumed, this restriction is extremely stringent and should therefore be removed. 
