REMINDER: FDA Facility Re-registration Deadline Dec. 31
Source:  American Feed Industry Association (AFIA)
 
[bookmark: _GoBack]Animal food facilities are responsible for re-registration with the Food and Drug Administration by December 31.  This is required in even-numbered years by the Food Safety Modernization Act. Medicated feed mills, where the mill holds an approved medicated feed mill license, must re-register every year. These are two different registrations and each has a separate set of requirements. 
 
Registration of Animal Food and Ingredient Facilities
 
FSMA requires each food, animal food or ingredient facility to renew its registration under the Bioterrorism Act of 2002 between the months of October and December of even-numbered years. With 2016 falling in that category, the deadline for each facility to re-register is Dec. 31.
 
Food, animal food or ingredient facilities that manufacture, process, pack or hold food, animal food or ingredients, must register each facility as required by the Bioterrorism Act unless the facility is exempt because it is a "farm." Facilities under a common ownership of the feed mill, animals and land are considered "farms" and are exempt from facility registration; meaning those feed mills do not need to register.
 
On July 14 of this year, FDA published the final rule on "Amendments to Regulation on Registration of Food Facilities," Title 21 of the Code of Federal Regulations (CFR) Part 1 (21 CFR Part 1), which added a new provision to the registration of food facilities. The final rule requires firms to register electronically with FDA, renew registration every other year and submit additional registration information, including an assurance that FDA will be permitted to inspect the facility at the times and in the manner permitted by the Federal Food, Drug and Cosmetic Act.
 
FDA's facility registration webpage can be found here (click "Login/Create New Account" to begin). If you have misplaced your facility registration information, contact the FDA District Office and provide proof that you are the owner, operator or agent in charge and they can provide this to you. The directory for the FDA District Offices is located here.
 
FDA Guidance Documents
 
The Guidance for Industry: What You Need to Know About the Registration of Food Facilities - Small Entity Compliance Guide: Was updated in 2012 to reflect FSMA amendments to the FFDCA, and contains information regarding who is required to register and who may be exempt; how often facilities must register and renew registrations; when FDA may suspend a registration; and how facilities may submit registrations and registration renewals to FDA.
 
The Guidance for Industry: Questions and Answers Regarding Food Facility Registration (Seventh Edition): Was updated in 2014 and contains helpful questions and answers regarding food facility registration. Updates to questions in this edition are based on FSMA amendments.
 
The Guidance for Industry: Necessity of the Use of Food Product Categories in Food Facility Registration: Contains information regarding food-product categories included in the food facility registration form. Today FDA released updated guidance with new food facility registration product categories to select during the registration process. The agency said the guidance "will help enhance FDA's ability to respond quickly and accurately to food-related emergencies."
 
Registration of Drug Establishment (DER)
 
Medicated feed mills share the same deadline for drug establishment registration but on an annual basis. According to FDA, firms that send its initial or annual registration during the Oct. 1 to Dec. 31 period are considered registered until the end of following year. If a firm submits its initial, updated or annual registration outside this time frame, it is considered registered until the end of the current year and must renew before Dec. 31.
 
Registration information can be found here. This is a separate requirement from the food facility registration mentioned above.
 
Feed mills required to register as a drug establishment are those that hold an approved medicated feed mill license as defined in Title 21 of the Code of Federal Regulations (CFR) Part 515 (21 CFR, Part 515). These are feed mills manufacturing feed from Category II, Type A medicated articles (premixes) or those that manufacture certain liquid feeds and free-choice feeds from Category I Type A medicated articles. Information on registration and medicated feed mills licensing can be found on the FDA website.
 
Before a seller can ship an animal drug intended for the use of manufacture of medicated animal feed, s/he must have a written statement from the buyer that states the buyer has an approved feed mill license and possesses a current approved Type B and/or Type C feed labeling for the drug unless exempt by FDA.
 
Final Thoughts on Registration
 
There is no fee for facility registration/re-registration or fine for not registering for both medicated feed or food facilities, but it is required by law; if you do not re-register by Dec. 31, your food facility registration will expire and be removed from your account. Also, if the facility's ownership, address or contact person/information has changed, FDA must be notified and information must be changed within 60 days by visiting the facility registration website.
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