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Every foreign plant that makes, packs or holds food for the US must register
with FDA and renew in the last quarter of each even-numbered year. The
reqgistrationis anumber, not an approval, and FDA issues no certificate. This
guide shows US importers what to check and walks an Indian food maker
through registering, renewing and the filings that sit next toit.

The Short Version

e FDAregistrationis anumber. Itis not anapproval, aninspectionresult or a certificate, and
FDA does notissue one.

* The 2026 renewal window runs 10ctober to 31 December. Registrations not renewed by
then expire.

e FDA chargesnothing toregister and you do not need aregistrar. You do need a US agent
and a DUNS number.

* Pickles, chutneys, sauces and canned milk drinks need an FCE registration and a filed
process (SID) on top. That gap produced 145 refusal lines on Indian food since 2021.

* Askthe supplier fortheregistration number, the US agent's name and the renewal date,
and put them into your FSVP file.

Between January 2021 and August 2026, FDArefused 145 lines of Indian
food at the border on two charges that have nothing to do with
contamination. "NEEDS FCE" means the makerwasn't registered as alow-
acid canned or acidified food plant, and "NO PROCESS" means it hadn't
filed the scheduled process for that product (our count of FDA's import
refusal data). The goods were sauces, chutneys, condiments, mixed
vegetablesin sauce, cucumbers, mango products and chocolate-
flavoured milk drinks. A plant can be fully registered with FDA as afood
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facility and still get every one of those refused, because facility registration

is only the first of several US filings.

There's a second trap that catches small Indian exporters and their buyers.
Companies sell "FDAregistration certificates”, withan FDAlogo, to plants
that think they need one. FDA says plainly that food facilities don't need a
certificate of registration, that it doesn'trecognise one issued by a private
business, and thatitslogoisn't for private use (FDA). This guide sorts the real
filings from the paper. Importers first, then the steps for an Indian exporter.
Other certificate guides are on certifications.

1. What Registration Is and Who Needs It

Under section 415 of the US Food, Drug and Cosmetic Act, any facility that
manufactures, processes, packs or holds food forconsumptioninthe US
must register with FDA before it starts. Foreign plants are included. "Food"
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covers human and animal food, ingredients, dietary supplements and
beverages.

There's one rule that matters alot forIndian supply chains. If a foreign plant
sends food to another foreign plant for further processing or packing
before export, only the second one must register forthat food. But if the
second plant does something minimal, like putting on a label, both must
reqgister. Any packer or holder after the last processor must register too (FDA
quidance, 7th edition). So a merchant exporter that relabels inits own

warehouse in Mumbaiisin scope, and sois the plant that made the goods.

Registration gives the facility anumber. FDA's own guidance puts it plainly -
the number means only that the facility is registered, and it doesn't convey
FDA approval or endorsement of the facility orits products.

2. What It Does Not Do

Registrationis not aninspectionresult, a product approval or a safety
check. It doesn't tellyou whetherthe plantis onanimport alert (read FDA
import alerts for that), whetherits lots pass residue tests (food import

testing), orwhetheritslabels meet US rules.

It also doesn'treplace the other filings. Here is how they fit together.
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Filing Who files Whatitis

Food facility registration The plant (orits US Number for each facility, renewed
agent) every even-numbered year

Priornotice Usually the importer Notice of each shipment before it
or broker arrives

FSVP The US importer The importer's own verification of

the foreign supplier

FCEregistrationand SID The plant Extraregistration for low-acid
process filing canned and acidified foods, with a
filed process per product

3. What a US Importer Should Check

The number exists and is current. FDA keeps registrations confidential, so
you can'tlook aplantupinapublic database. FDA tellsimporters to ask the
firm directly (FDA, importing human foods). Ask for the registration number,

the date of the last renewal and the name of the US agent.

Renewed in the current window. Every registration must be renewed
between10ctoberand 31 December of each even-numbered year. The
2026 window runsto 11:59 PM on 31 December 2026, and FDA treats any
reqgistration not renewed by then as expired and removes it from the
account (FDA user guide). If your supplierlastrenewedin 2024, it must

renew again before the year ends.

The right plant. The address on the registration should be the plant that
makes your product, and the last plant to touchit. FDA checks each
registration's DUNS number against the facility address, so ask forthe DUNS
number too and see that the D&B record matches.

The US agentisreal. Every foreign facility must name a US agent who lives or
worksinthe US. FDA emails the agent to confirm they agreed to serve and
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won't confirm the registration until they do. Ask who itis. If the supplier
doesn'tknow, that's awarning.
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FCE and SID where needed. For pickles, chutneys, sauces, canned
vegetables and shelf-stable milk drinks, ask for the FCE number and the SID
foreach product. FDA checks the SID at entry, and without it the product will
berefused.

Red flags - a "certificate” with an FDA logo, an expiry date thatisn't 31
December of an even-numbered year, aregistration number that the
supplierwon't share, and a sellerwho says the FDA "approved" its factory.

4. What to Put in the Order

e AtRFQ: askfortheregistration number, last renewal date, US agent and,
foracidified orlow-acid canned goods, FCE and SIDs.
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e AtPO: make avalidregistration on the shipping date and arrival date a
condition, andin an even-numbered year, ask for confirmation of renewal
by early December.

e Before shipping: give your broker the manufacturer's registration
number for prior notice. Prior notice must be confirmed by FDA at least 8
hours before arrival by sea, 4 hours by air orrail, and 2 hours by road, and
can't be filed more than 15 days ahead through FDA's own portal. Food
sent by international mail needs prior notice confirmed before it's sent.
Check the current timeframes with your broker.

e Inyour FSVP file: keep the registration details with your hazard analysis
and supplier verificationrecords.

If food from a foreign facility that should be registered arrives without a valid
registration, it can be held at the port or a secure facility until the facility
reqgisters. You pay for the storage.

5.Who Handles It in India

Nobody inIndiaissues FDAregistration. No Indian authority (FSSAI, APEDA,
EIC) filesit foryou. The plant files directly in FDA Industry Systems, or
authorises someone to file forit, oftenthe US agent. ADUNS numbercomes
from Dun & Bradstreet, throughits Indian operation orits website.

There are plenty of consultantsin India who file registrations for a fee, and
some of them do a decentjob. But FDA says registrants are notrequired to
use a third-party "registrar”, and there's no FDA fee to register. What does
costmoneyisaUS agentservice, if youdon't have a US partnerwho can act
asone.
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6. How an Indian Exporter Registers

Step 1- Get a DUNS number for the plant. Use the exactlegal name and
plant address you'll putin the FDAregistration. FDA verifies the address
against the DUNS record. Start early, because it can take weeks, and fixany
mismatch with D&B before you file.

Step 2 - Lineup aUS agent. It has to be a person or company that lives or
worksinthe US andis physically present there. Your US importer can
sometimes act, oryou can use a paid agent service. FDA will email them to
confirm, and they have 30 days to answer, or your submissionis removed.

Step 3 - Create an FDA Industry Systems account. OpenanaccountinFIS
and choose Food Facility Registration. Use a shared company email, not
one person'sinbox, so renewals don't depend on someone who might
leave.

Step 4 - Fillin the registration. You'll give the facility name, address, DUNS
number, parent company, emergency contact, the US agent's details, the
food product categories you make or hold, and an assurance that FDA may
inspect the facility. Every trade name the plant uses goesin too.

Step 5 - Submit and wait for verification. FDA checks the DUNS and the
address, and the US agent's confirmation, before it confirms the
registration andissues the number. Thisis usually quick when the DUNS
record matches, and slow whenit doesn't.

Step 6 - Keep a copy. FDA treats a copy of avalid registration as the proof.
Don't buy a certificate.

Step 7 - Add FCE and SID if you make acidified orlow-acid canned food.
Register the establishment as afood canning establishment and file a
scheduled process foreach product, prepared by a process authority.
These are separate filingsin FDA's systems and they take longerthan the
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facility registration, so do them first if yourrange includes pickles, sauces or
canned drinks.

Step 8 - Update within 60 days of any change. New owner, new US agent,
new product category oranew emergency contact must be updated within
60 days. Anew owner must cancel the old registration and register again.

Step 9 - Renew in every even-numbered year. Renew between 1 October
and 31 December. If nothing has changed, the renewal is abbreviated. If you
missit, the registration expires and you register again from scratch.

Commonreasonsregistrations fail - a DUNS address that doesn't match, a
US agent who never answers FDA's email, and aregistration filed under a
trader's office addressinstead of the plant.

What to send the buyer - the registration number, the US agent’'s name and
contact, the renewal date, your DUNS number and, where it applies, the FCE
number and the SIDs for their products. Their FSVP file needsiit.

If you'dlike someone to handle the agent, the DUNS record and the FDA
filings for your suppliers, SourcingSync can take that on.

7. AWorked Example With Mango Pickle for a New Jersey
Distributor

This example is an illustration built from the rules above, not a real firm.

A New Jersey distributor wants mango pickle and lime pickle from a makerin
Gujarat. The maker shows a "certificate” with an FDAlogo and a registration
number,
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The certificate is meaningless, so the distributor asks for the plain facts

instead. The registration number, last renewed in December 2024, so it
must be renewed by 31 December2026. The DUNS number, which matches
the plant address. The US agent, a compliance firmin New York. Allgood so
far.

Then the product question. Pickles are acidified foods, the same group
behind most of those 145 refusal lines, so the distributor asks forthe FCE
numberand a SID for each pickle. The maker has an FCE number but filed a
process only for mango pickle. Lime pickle would be refused at the port.
The order goes ahead for mango only, the maker files the lime process with
its process authority, andlime joins the second order. That's one email that
saved a container.
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FAQ

Does FDA issue aregistration certificate? ~

No. A copy of the valid registrationis the proof. FDA doesn't recognise private
certificates.

Is there a fee toregister? v

Doesregistration mean FDA inspected the plant? v

Does a trader needits ownregistration? v

What happens if the supplier misses renewal? v
8. Next Steps

e FortheUS border's history onIndianfood, read FDAimport alerts.

e Fortestplansforthe same goods, read foodimport testing.

e Forthe US market page, seeIndiatothe US.

e Forthe exportregistrations your supplierneedsinindia, see [EC,RCMC

and export registrations.

e Forevery certificate guide, go to certifications.
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