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FDA Requires New Food Prior Notice Element on 

Other Country Refusal Effective July 3, 2011 

 

Dear Valued Customer, 
 
The Food and Drug Administration (FDA) recently issued an interim final rule, effective 
July 3, 2011, to require persons submitting prior notice (PN) of imported food, including 
food for animals, to report the name of any country to which the article has been 
refused entry. The requirement to submit this additional data element is mandated by 
the Food Safety Modernization Act (FSMA).  
 
FDA will amend its regulations 21 CFR 1.281(a), (b), and (c) to require a person 
submitting PN of imported food, including food for animals, to report, in addition to 
other information already required, the name of any country to which the article has 
been refused entry. FDA will be able to use the additional information to better identify 
imported food shipments that may pose a safety or security risk to U.S. consumers. 
 
The FSMA (Public Law 111-353) was signed into law on January 4, 2011. The law 
provides FDA with new enforcement authorities to help it achieve higher rates of 
compliance with prevention and risk-based food safety standards and to better respond 
to and contain problems when they do occur. The law also gives FDA new tools to better 
ensure the safety of imported foods and directs FDA to build an integrated national food 
safety system in partnership with State and local authorities. 
 
JJB Request to Food Importing Customers 
In order to comply with this new requirement, beginning with food shipments imported 
into the USA on or after July 3, 2011, JJB requires our customers to provide information 
on your commercial shipping documents or by instruction in writing for each shipment, 
as to whether or not the food shipment had been previously refused entry by another 
country prior to importation or return to the USA. An acceptable example of such 
indication could be a simple positive or negative statement on the commercial invoice 
or other commercial document, for example: 

 Shipment has not been refused entry by any other country prior to importation 
into the USA. 

 Shipment was refused entry by (NAME OF COUNTRY) prior to importation into 
the USA. 
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If your documentation does not contain a positive or negative statement, JJB will not file the PN for the shipment 
until confirmation can be obtained and JJB will not be responsible for any filing delays.  
 
If a shipment was refused entry, please also provide an explanation on your letterhead as to the reason it was 
refused by any other country as FDA will require it at the time entry is filed for shipment release. 
 
We thank you very much for your time and should you require any assistance or if you have any questions, please 
consult with your local James J. Boyle & Co. office listed below. 
 

 

Seifu Togo San Francisco stogo@jjboyle.com (650)871-6334 ext. 3105 

Kent Sunakoda Los Angeles ksunakoda@jjboyle.com (323)263-8100 ext. 327 

Lisa Whiles Portland lwhiles@jjboyle.com (503)284-0909 ext. 120 

Barbara Osborn Seattle bosborn@jjboyle.com (206)447-9580 ext. 104 

Terrence Yeung Atlanta tyeung@jjboyle.com (404)968-4700 ext. 100 
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U.S.:   San Francisco / Los Angeles / Portland / Seattle / Atlanta / Dallas 

China:  Shanghai / Shenzhen / Hong Kong / Tianjin / Xiamen / Dalian / Qingdao / Beijing / Guangzhou 

Philippines: Manila / Batangas  

Thailand:  Bangkok 

The information accompanying this newsletter contains confidential information belonging to the sender which is legally privileged. The 

information is intended only for the use of customers of James J. Boyle & Co. If you are not the intended recipient, you are hereby notified that any 

disclosure, copying, distribution or the taking of any action in reliance on the content of this information is strictly prohibited. James J. Boyle & Co. 

will also not be held accountable for any discrepant information. The service we provide is based on our "Terms and Conditions of Service", which is 

available upon request. 
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