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QUESTIONS/ANSWERS FROM CAMILLE MONDE/ FDA
  If a manufacturer has not updated their registration in the ESG (Electronic Submissions Gateway), will the entry be placed on hold or detained?
            Manufacturers are required to update their registration yearly per 21 CFR 207, if the registration is not updated, the product is subject to refusal of admission.
2)     (API) which are grandfather and they get detained most of the time, please advice how to effectively submit these entries to obtain immediate release?

All APIs, regardless of their status, are evaluated for admissibility.  If based on our evaluation, the API drug does not appear to be a grandfathered drug; it is subject to refusal of admission.  If an importer believes the imported drug has been granted grandfather status, he or she may provide the evidence to our Compliance Branch.
3)     Raw material used in OTC – do they require end user letter?  We are being ask to supply for each one of the customer we sell the product to?  What regulation applies to this type of entries.

If our initial admissibility determines that the raw material appears to be a drug,  we ask the importer to provide an end use letter.  If our review of the end use letter verifies the product is not a drug, we will release or identify the shipment for examination by our field personnel; however, the shipment will not be recommended for detention.  In these cases, it is in the importer’s interest to provide the information we need to make a fully informed admissibility decision.  If the importer elects not to provide the end use letter, we will process based upon the appearance that the product is a drug.  If this is the case, the shipment may be detained until the importer can provide evidence that the shipment is not a drug.

4)     How long does FDA have to respond / release cargo after importer submits the required documentation? 
     There is not statute regarding a time limit on a response by the agency after receipt of documentation.  The goal of New York District is to process hard copy entry documents within five business days after receipt of the hard-copy entry documents.  Depending on the volume of hard-copy documents submitted to the District, the processing may take longer.  However, on the sixth day after submission of the documents, the importer/broker may contact the Status Line @ (718) 662-5692 for the status of their entry. 

5)     Whom should we contact when we have an over-zealous import/FDA regulatory investigator? 
       I do not understand the question?

6)    What triggers FDA inspection/ holds on imports from the same Exporter/ Manufacturer to same importer Manufacturer?  And after many inspections all has been found to be in compliance?  
      Assignments are generated by work plans, HQ initiatives, historical data, insufficient data, etc.  The importer/broker may contact the Status Line to advise if a product has been set up for repetitive examinations.  Since there is no one individual that is able to assist the importer/broker with this issue, the Status Line representative will know to whom to refer the caller. 
 
