
 

 

FDA IMPORTER/BROKER RESOURCES 
  

 
The following links provide detailed information on specific commodities under FDA  
Review:  
 
• Importing Medical Devices into the U.S. 
• Status of Medical Device Establishment Registration & Device Listing  
• Medical Device Classification Database and Obtain a Medical Device Product Code  
• Medical Devices - Who Must List, Register, and Pay the Fee  
• National Drug Code (NDC) Database 
• FDA Import Alerts and Sign-Up for Import Alert Email Update 
• Import Filer Evaluation Outcomes  
• Import Trade Auxiliary Communications Systems (ITACS)  
• Import Trade Auxiliary Communications Systems (ITACS) Training Presentation 
• Acidified & Low-Acid Canned Foods Guidance 
• FDA – ACS Affirmation of Compliance Codes (A of C)  
• Food Safety Modernization Act - Imports 
• Importing Human Drugs and Biologics into the U.S.  
• Register a Food Facility with FDA under CT Act 
• Register a LACF of AF Food Facility   
 
All analyses conducted by private laboratories and the reports submitted for those analyses are 
expected to conform to the guidance found in FDA’s ORA Laboratory Manual, Volume III, Section 7, 
“Private Laboratory Guidance.” 

 

ASK FDA A QUESTION 
 

• Division of Enforcement and Import Operations Alerts and National Questions  
o Submit Change of Address, Import Alert Removal Petitions, ect.   

• Food - Prior Notice 866-521-2297 INTL: 571-468-1488 or Email  
• Medical Devices -  Division of Small Manufactures, International and Consumer Assistance 800-638-

2041 or Email  
• Drugs and Biologics – Small Business Assistance: Import and Export of Human Drugs and Biologics 

888-463-6332 or Email 
• ITACS Issues  
• Low Acid Canned Food and Acidified Food Registration and Inquires 
• FDA Food Facility Registration Questions  

https://www.fda.gov/medical-devices/importing-and-exporting-medical-devices/importing-medical-devices-and-radiation-emitting-electronic-products-us
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
https://www.fda.gov/medical-devices/classify-your-medical-device/product-code-classification-database
https://www.fda.gov/medical-devices/device-registration-and-listing/who-must-register-list-and-pay-fee
https://www.fda.gov/industry/structured-product-labeling-resources/ndcnhric-labeler-codes
https://www.fda.gov/industry/actions-enforcement/import-alerts
https://www.fda.gov/industry/actions-enforcement/filer-evaluations
https://itacs.fda.gov/itacs/app/welcomeToITACS.jsf
https://www.fda.gov/industry/import-systems/itacs
https://www.fda.gov/food/guidance-documents-regulatory-information-topic-food-and-dietary-supplements/acidified-low-acid-canned-foods-guidance-documents-regulatory-information
https://www.fda.gov/industry/entry-submission-process/affirmation-compliance-codes
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-foreign-supplier-verification-programs-fsvp-importers-food-humans-and-animals
https://www.fda.gov/drugs/cder-small-business-industry-assistance-sbia/cder-small-business-and-industry-assistance-import-and-export-human-drugs-and-biologics
https://www.fda.gov/food/guidance-regulation-food-and-dietary-supplements/registration-food-facilities-and-other-submissions
https://www.fda.gov/food/establishment-registration-process-filing-acidified-and-low-acid-canned-foods-lacf/establishment-registration-and-process-filing-acidified-and-low-acid-canned-foods-lacf-electronic
http://www.fda.gov/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092191.pdf
mailto:fdaimportsinquiry@fda.hhs.gov
mailto:ImportAlerts2@fda.hhs.gov
https://www.fda.gov/food/importing-food-products-united-states/prior-notice-imported-foods
mailto:industry@fda.hhs.gov
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance
mailto:ombuds@oc.fda.gov
https://www.fda.gov/drugs/cder-small-business-industry-assistance-sbia/cder-small-business-and-industry-assistance-import-and-export-human-drugs-and-biologics
mailto:ombuds@oc.fda.gov
mailto:itacssupport@fda.hhs.govLow
mailto:lacf@fda.hhs.govFDA
mailto:furls@fda.hhs.gov

