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Questions and Comments by the Goverr&&&6of $Iparw_o@@@?wted 
States’ Proposed Regulation “Administrative Detention of Food for 
Human orAnimal Co nsumption (Article 303)” Under the Public 
Health SecuriQ and Bioterrorism Preparedness and Response Act of 
2002 (DOCKJZT No. 02N-0276) 

The Government of Japan appreciates the opportunity to provide comments on 
the United States’ proposed regulation of “Administrative Detention of Food for 
Human or Animal Consumption” under the Public Health Security and 
Bioterrorism Preparedness and Response Act of 2002, published in the United 
States’ Federal Register May 9,2003 and notified to the W!t’C Members OR May 
l&2003 ((iIsPsM/uS~7O4). The followings are our ques$ione and comments. 

1. Questionf3 
(1) We regard the condition for detention, “credible evidence or information.. _ 
indicating the article preeenttr a threat of serious adverse health consequences or 
death to humans or animals,” as unclear. Please provide us with several examples 
constituting “credible evidence or information.” 
(2) Specifically, for what purpose and how is an inspection carried out? While it 
would naturally take several days for the inepection on certain item to yield 
results, would the freight have to be kept detained until the results of the 
inspection is obtained? 
(3) Under the proposed regulation, would the FDA send the Detention Order 
directly to the owner, operator, or agent in charge of the place where the article of 
food ia located even iu cases where the owner, operator, or agent does not reside in 
the U.S.? 

2. Comment6 
(1) We request that the FDA ensure the proposed regulation to be consistent with 
the WTO agreement and not to create an undue burden on trade. 
(2) The WTO Membeticountries have to apply measures only to the extent 
necessary to protect human, animal or plant life or health, baaed on Buffieient and 
ecientifk grounds under the Agreement on the Application of Sanitary and 
Phytoeanitary Measures (SPS Agreement). In light of the obligation, please clarify 
the scientific grounde the FDAtakes into account in introducing this proposed 



regulation, and whether the FDA applies the proposed regulation only to the 
extent necessary to accomplish its objectives. 
(3) We request that for those exporters who need to ask about “Administrative 
Detention of Food for Human or Animal Consumption” under this proposed 
regulation, the FDA establish coneultation service staffed with Japanese speakers 
at the US; embassy and consulates in Japan. 
(4) The FDA should ensure transparent implementation of this section in order to 
prevent this section horn becoming unnecessary trade barrier or restrictions on 
the activities of private businesses. 
(6) In addition to (4) above, when the FDA orders the detention of the products at 
the port for unloading, the FDA should publish the fact of detention through the 
Import R&ma1 Report. 
(6) When the FDA gets any information relating to the detention, it should provide 
such information to the parties concerned and their counties immediately, 
(7) The regulation should stipulate that sufficient compensation for the detention 
should be provided when the detention is found unjust. 
(3) In a case where a foreign manufacturer makes proper registration for its 
export to the U.S. while the manufacturer’s importer/exporter makes incomplete 
registration and the export is detained for inspection, the regulation should 
stipulate that the detention should not affect the export of the manufacturer itself 
or via an importer/exporter other than the importer/exporter which made the 
incomplete registration. 
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AGENCY: Food and Drug Administration, HHS. 

ACTION: Notice of proposed rulemaking. 

SUMMARY: The Food and Drug Administration (FDA) is proposing a regulation 

that provides procedures for the detention of an article of food, if an officer 

or qualified employee of FDA has credible evidence or information indicating 

that such article presents a threat of serious adverse health consequences or 

death to humans or animals (“administrative detention”). The proposed 

regulation implements the Public Health Security and Rioterrorism 

Preparedness and Response Act of 2002 (the Bioterrorism Act), which 

authorizes the use of administrative detentions and requires regulatiorxs 

establishing procedures for instituting on an expedited basis certain 

enforcement actions against perishable food subject to a detention order. 

DATES: Submit written or electronic comments by [insert date 60 days after 

date of publication in the Federal Register]. 

ADDRESSES: Submit written comments to the Dockets Management Branch 

(HFA-305), Food and Drug Administration, 5630 Fishers Lane, n-n. 1061, 
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Rockvi l le,  M D  2 0 8 5 2 . S u b m it e lect ronic  c o m m e n ts to  h ttp ://w w w .fd a .gov / 

docke ts/e c o m m e n ts. 

F O R  F U R T H E R  INFO R M A T IO N  C O N T A C T : Marqu i ta  S te a d m a n , C e n te r  fo r  F o o d  S a fe ty 

a n d  App l i ed  N u trit ion (HFS-007 ) , F o o d  a n d  D rug  A d m inistrat ion, 5  1 0 0  P a int 

B ranch  P kwy., Co l lege  Pa rk , M D  2 0 7 4 0 , 3 0 1 - 8 2 7 - 6 7 3 3 . 

S U P P L E M E N T A R Y  INFO R M A T IO N : 

Tab le  o f C o n te n ts 

I. B a c k g r o u n d  a n d  Lega l  A u thor i ty 

II. P rel im inary  S takeho lde r  C o m m e n ts 

III. T h e  P roposed  Regu la tio n  

A . Highl ights  o f P roposed  Ru le  

B . G e n e r a l  P rov is ions 

1 . W h a t D e fin i t ions App ly  to  Th is  S u b p a r t?  ( P r o p o s e d  5  1 .377 )  

2 . W h a t Cr i ter ia D o e s  F D A  Use  to  O rder  a  D e te n tio n ?  ( P r o p o s e d  §  1 .378 )  

3 . H o w  L o n g  M a y  F D A  D e ta in  a n  A rticle o f F o o d ?  ( P r o p o s e d  5  1 .379 )  

4 . W h e r e  a n d  U n d e r  W h a t Cond i tions  M u s t th e  D e ta ined  A rticle o f F o o d  

b e  He ld?  ( P r o p o s e d  3  1 .380 )  

5 . M a y  a  D e ta ined  A rticle o f F o o d  b e  De l ivered  to  A n o the r  E n tity o r  

T rans fe r red  to  A n o the r  Loca tio n ?  ( P r o p o s e d  5  1 .3 8  1 )  

6 . W h a t Labe l i ng  o r  Mark ing  R e q u i r e m e n ts App ly  to  a  D e ta ined  A rticle 

o f F o o d ?  ( P r o p o s e d  5  1 .382 )  

7 . W h a t E xped i te d  P rocedures  App ly  W h e n  F D A  Ini t iates a  S e izure  A ct ion 

Aga ins t a  D e ta m e d  Per i shab le  F o o d ?  ( P r o p o s e d  5  1 .383 )  

8 . W h e n  D o e s  a  D e te n tio n  O rder  Te rm ina te ?  ( P r o p o s e d  $ j  1 .384 )  

C . H o w  D o e s  F D A  O rder  a  D e te n tio n ?  

1 . W h o  App roves  a  D e te n tio n  O rder?  ( P r o p o s e d  5  1 .3 9  1 )  
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Rockville, MD 20852. Submit electronic comments to http://vna.wv.fda.gov/ 

dockets/ecomments. 

FOR FURTHER INFORMATION CONTACT: Marquita Steadman, Center for Food Safety 

and Applied Nutrition (I-IFS-007)) Food and Drug Administration, 5 100 Paint 

Branch Pkwy., College Park, MD 20740, 301-827-6733. 

SUPPLEMENTARY INFORMATION: 

Table of Contlents 

I. Background and Legal Authority 

II. Preliminary Stakeholder Comments 

III. The Proposed Regulation 

A. Highli,ghts of Proposed Rule 

B. General Provisions 

1. What Definitions Apply to This Subpart? (Proposed § 1.377) 

2. What Criteria Does FDA Use to Order a Detention? (Proposed § 1.378) 

3. How Long May FDA Detain an Article of Food? (Proposed § 1.379) 

4. Where and Under What Conditions Must the Detained Article of Food 

be Held? (Prolposed 5 1.380) 

5. May a IDetained Article of Food be Delivered to Another Entity or 

Transferred to Another Location? (Proposed § 1.38 1) 

6. What L,abeling or Marking Requirements Apply to a Detained Article 

of Food? (Proposed 5 1.382) 

7. What Elxpedited Procedures Apply When FDA Initiates a Seizure Action 

Against a Detained Perishable Food? (Proposed 5 1.383) 

8. When Does a Detention Order Terminate? (Proposed 5 1.384) 

C. How Dloes FDA Order a Detention? 

1. Who Approves a Detention Order? (Proposed 5 1.39 1) 


