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U.S. Agent Contract 
 
U.S. Agents: Any foreign establishment engaged in the manufacture, preparation or processing of a 
device imported into the U.S. must identify a U.S. Agent, for that establishment. 
 
The information about the foreign establishment’s agent is submitted electronically and is part of 
the establishment registration process. Each foreign establishment may designate only one U.S. 
Agent as its official correspondent.  
 
The U.S. Agent must reside in the U.S or maintain a place of business in the U.S. They must be 
available to answer the phone during normal business hours. The agent will assist with FDA in 
communications with the foreign establishment and respond to questions concerning the foreign 
establishment’s devices that are imported or offered by import into the U.S. They will also assist FDA 
in scheduling inspections of the foreign establishment and FDA may provide information or 
documents to the agent if they cannot contact the foreign establishment directly.  
 
The U.S. Agent has NO RESONSIBILITY related to manufacturing or reporting of adverse events of 
the device under the Medical Device Reporting regulation (21 CFR Part 803). 
 
NOTE:  As your U.S. Agent the fee is $1500 annually.  Once the contract is signed and the payment 
is received then this contract will be effective for a one year period.  A new contract will be sent 
for the following year to request us as your U.S. Agent for the next year.   
 
As your U.S. Agent, we will complete the Establishment Registration of your company (your FDA fee 
will be $3,845 --for 2016— and will be invoiced separately).  This FDA fee must be paid every year 
with the mandated fee that FDA lists for that specific year.  Then your registration listing will be 
updated to make sure all your devices are listed and current.  
 
 Once this contract is signed and in place there will be no refund per this contract.  If you wish to 
cancel Denterprise as your U. S. Agent, you may do so in writing, but nothing will be refunded. 
 
If you are interested to use Denterprise International, Inc. as your U.S. Agent, please sign below for 
this service as a confirmation and return this to Joyce@510kFDA.com.  An invoice will follow. 
 
  
 
 
Signature_____________________________________________Date________________ 
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