Questions and Concerns

DOCKET NUMBER: 02N-0276 (Section 305)


Foreign facilities must designate a U.S. agent under this regulation.  Any companies will have to seek an agent if they do not have one yet.  However, a company may have a U.S. based distributors, warehousers, clients, brokers, etc..    Can the importer be designated as a U.S. agent?  If not, please define “U.S. agent”   and the role of the agent.

DOCKET NUMBER: 02N-0275 (Section 303)

(1) We would like to ensure the implementation of this section from becoming unnecessary trade barrier.  When FDA orders the detention, FDA should immediate notify not only to the stakeholders, but also to the representative of the Embassy of that related country expeditiously for further action/cooperation

(2) The regulation should ensure to include enough compensation for the detention when the detention is found to be unjust.

