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A Newcomer’s Guide to Organic Regulations
for Handlers

The organic regulations can feel like a foreign language when you're starting out, it can be dense, technical,
and hard to connect to your actual work. This article gives you a practical roadmap: how the USDA organic
regulations are organized, how to read the regulations, and which requirements matter most for handlers
covering product protection, formulation, labeling, and recordkeeping. By the end, you'll have enough of a
foundation to navigate the regulations with confidence and know where to go when you need more detail.

What You'll Learn

« How the USDA organic regulations are organized and how to read
them

« The core obligations every certified handler must meet: protect
products, formulate correctly, label accurately, and prove it with
records

As a new organic handler, opening the regulations can feel like being handed a legal textbook in a language
you never studied. The good news is that you do not need to memorize the rules from front to back to do your
job well. Rather, you need to understand how the regulations interface with your business and production
practices to protect organic integrity.

When a shopper reaches for a product carrying the USDA organic seal, they are trusting a claim about how
the food was grown and handled. That claim starts on a farm and travels through every operation that stores,
processes, packages, or sells the product before it reaches the shelf.

The rules require you to keep organic products separate from nonorganic ones, to keep prohibited substances
away from them, to document what you do, and to be honest about what your label claims. Each requirement
is in place for a particular purpose, and once you see the purpose behind them, it stops feeling arbitrary and
starts feeling like common sense with paperwork.
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HOW THE REGULATIONS ARE ORGANIZED

The rules that govern the USDA National Organic Program live in one place, Title 7, Part 205 of the Code of Federal
Regulations.! You can read the most up-to-date text on the eCFR website. When you open and explore Part 205, you will
see it is organized from the largest divisions down to the smallest, moving from part to subpart to section to paragraph.

Think of the subparts as chapters, each covering a major theme. There are seven of them.

+ Subpart A defines the terms used throughout the rules. These are legal definitions, and they apply to your
operation during certification and inspection, so reference them as you work to understand other regulations.

« Subpart B covers who has to be certified, recordkeeping, and which substances and methods are
allowed or prohibited.

« Subpart C holds the practice requirements for production and handling, including the rules for
importing organic products.

» Subpart D explains labeling, what organic claims can be made about products, and how the term “organic”and
the USDA seal may be used.

+ Subpart E lays out how you become and stay certified, including inspections and the process for granting
or denying certification.

« Subpart F sets the requirements for certifying agents themselves and does not apply directly to
your handling operation.

» Subpart G contains the National List of allowed and prohibited substances, product testing,
enforcement, and appeals.

Reading a Regulatory Citation Q HANDLER TIP

Individual rules are referred to by their citation. Take § 205.103(b)(4). The
number points you to Part 205, Section 103, paragraph b, item 4, moving from
the general to the specific until you land on a single rule. Said aloud, that is
“section two-oh-five, one-oh-three, bee four” The symbol used in the regula-
tions before the number, §, simply means “section.”

You do not need to know which
subpart contains what specific
information to find a citation, but they
make the table of contents easy to
scan. To find a rule fast, jump through
. the table of contents or search the

A Short Tour Of the RegUIatlonS page with Ctrl+F or Command+F.

] ] ) . When a defined term trips you up,
With the roadmap in hand, here is a walk through the requirements that come check the companion Glossary

up most often for handlers. This tour is a foundation, not the full text, and your of Organic Certification Terms for
operation may have circumstances covered by rules not summarized here. Use Handlers.
it to get your bearings, then go deeper where you need to.

KNOW YOUR STATUS

Before anything else, figure out whether you actually need to be certified.

A “handler” is any business that touches organic products after they leave the farm — processing, packaging, storing,
or selling them.2This is a broad category. It includes obvious steps like milling and roasting, but also blending, freezing,
labeling, receiving shipments, and trading.?

niu

The basic rule: if you sell, label, or market a product as “100 percent organic,”“organic,” or “made with organic” ingredi-
ents, you need to be certified — unless one of a few specific exemptions applies.**
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You may be exempt from certification if you are a®
« Very small operation, with gross organic sales of $5,000 or less per year.

+ Retail establishment that sells organic products but doesn’t process them (for example, a grocery store simply
stocking sealed organic goods).

+ Operation that only handles already-sealed products in tamper-evident packaging that'’s already labeled
for retail sale.

Note that these exemptions are narrow and specific — if your operation does
anything beyond what'’s described above (even minor repackaging or relabel- @ WATCH OUT
ing), certification is likely still required. When in doubt, check with a certifying

agent before assuming an exemption applies. Exempt does not mean unregulated.
Operations that are exempt from
Brokers, traders, and importers are usually not exempt. If organic product certification still have to follow the
passes through your hands as part of the supply chain, you generally need to handling requirements that apply to
be certified, so that the organic seal carries the same meaning at every step. them, and they must keep records for

three years to show their products
Every certified link in this chain exists to protect organic integrity. When each stayed organic.® Skipping those
operation that touches an organic product is independently verified, there’s obligations can put the certification
no unchecked point where nonorganic goods could be substituted in or mis- of the very customers who buy from
labeled without detection. Certification isn't a formality — it's what allows the them at legal risk.
organic label to mean something consistent and verifiable from farm to shelf,
and it's a key tool for mitigating fraud within the supply chain.

WRITE YOUR BLUEPRINT

Once you've determined that your operation is required to be certified, the next step is telling your certifier exactly how
you plan to follow the organic regulations. You do this in your Organic System Plan, or OSP.

The OSP is the foundational document of your certification. Think of it as a detailed description of your operation’s day-
to-day practices — everything you do to keep your products organic. This includes your ingredients and processing
aids, product formulations, sanitation procedures, pest control practices, packaging, how you monitor your operation
for compliance, and recordkeeping practices.”

Three things make an OSP work:

1. Itis documented in writing. Verbal practices or informal habits aren't enough — everything needs
to be documented.

2. ltis submitted to and approved by your certifier.” You don't just submit it and start operating; your certifier
reviews it and signs off before it's in effect.

3. It stays current.® Your OSP isn't something you write once and file away — it’s a living document that has to
reflect what you're actually doing.

If you want to change a recipe, bring on a new supplier, or switch to a different
sanitizer, you need to update your OSP and get your certifier’s approval before @ LEARN MORE

you make the change, not after®* — a common mistake for new handlers that

can put certification at risk. This matters because your OSP is how your certifier Visit Putting it All Together with the
verifies that your compliance controls actually address the risks the organic Organic System Plan (OSP) to learn
regulations are designed to prevent: a vague, generic plan raises questions at ~ More about crafting your OSP.
inspection, while a clear, specific one shows you've thought through exactly

where organic integrity could be compromised — and exactly how your prac-

tices guard against it.
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PROTECT PRODUCTS IN YOUR CUSTODY

Almost everything you do with respect to the handling of organic product serves two goals, preventing commingling
and preventing contamination.’

Commingling is the physical mixing of unpackaged organic and nonorganic products.’ If a few nonorganic apples fall
into a bin of organic ones, the whole bin is compromised and may lose organic status. A single careless moment can cost
real money and break the chain of custody. Operations that handle both organic and nonorganic goods, often called
split operations, have to be especially careful, using physical separation, clear labeling, and staff training to keep the
two apart.

Organic products can also be compromised when they come into contact with
a prohibited substance. This is often referred to as “contamination.”” A common
example: some conventional sanitizers are designed to leave a lasting residue @ LEARN MORE
on surfaces for ongoing antimicrobial effect. But that residue is itself a pro-

hibited substance, and it’s exactly what your cleaning protocols are designed Visit Contamination, Comminglin
to keep away from organic product. This is why sanitizer selection matters so and Organic Control Points to learn
much for organic handlers. On shared equipment such as a mixer or conveyor more about protecting your products.

line also used for conventional product, you prevent contact by performing an
adequate intervening event before organic product runs through. In practice,
this often means a thorough rinse or wash step, and sometimes a test strip to
confirm the surface is actually clean before organic production begins.

Pest control follows the same protective logic through a required, tiered ap-

proach.” You cannot simply spray pesticides in an organic facility, because

doing so risks contaminating the products and packaging you are trying to @ LEARN MORE

protect. You start with prevention, removing food, water, and habitat and

sealing pests out. If that is not enough, you move to mechanical and physical Visit Pest Management in Organic
controls like traps and barriers. Only then may you turn to substances allowed Handling to learn more about keeping
on the National List, and a synthetic pesticide is a last resort that requires your pests at bay in organic operations.
certifier's approval of the substance, how it is applied, and how you will keep it

away from organic products.

FORMULATE AND LABEL TO THE STANDARD

The rules also govern what goes into your product and what organic claims you can make on your product label. Or-
ganic product composition falls into categories set by the share of organic ingredients,’ calculated by weight or fluid
volume and excluding added water and salt.”

+ “100 percent organic” products contain only organically produced ingredients.

+ “Organic” products contain at least 95 percent organic ingredients, with any remaining ingredients allowed under
the National List."*'

+ “Made with organic” products contain at least 70 percent organic ingredients and may highlight up to three
organic ingredients or food groups on the front of the package.

The product composition category decides what ingredients you may use in your formulation and the requirements
that apply to your label. Certain composition categories permit the use of nonorganic agricultural products' and cer-
tain nonagricultural substances,™ so long as they are included on the National List. For “organic” category products,
you may use a listed nonorganic agricultural ingredient only when you can show your certifier that an organic version
is not commercially available in the form, quality, or quantity you need.'® Retail labeling requirements include whether
and how the label can display the USDA organic seal, use the word “organic’, where and how information about organic
ingredients is displayed, and requirements to identify your certifier.””'8 Livestock feed products can only be represented
as “100 percent organic” and “organic’, and carry their own specific labeling requirements.'*"

Why the precision? Because the label is the claim the shopper actually reads. The formulation and labeling rules make
sure the word organic on the front of the package matches what is inside. Your certifier reviews and approves your prod-
uct formulas and labels before you print or sell them, which is your chance to catch a problem before a customer does.
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PROVE IT WITH RECORDS

The USDA organic seal is backed by traceability, and that traceability lives in
your records.?® Certified operations must keep records of their organic activi-
ties for at least five years. Exempt operations must retain them for three years.
As the old inspector’s saying goes, if it is not documented, as far as your inspec-
tion is concerned, it did not happen.

Your records face two main tests at your annual inspection.?! In a traceback
audit, you show that a finished product can be traced back through your doc-
umentation to the incoming organic ingredients it came from. In a mass-bal-
ance audit, the inspector checks that the quantity of organic product you sold
is supported by the quantity of organic ingredients you bought, so nonorganic
material cannot be quietly substituted in.

The why here reaches beyond your own operation. Clean, complete records are
how you stand behind your organic claim and protect the value of the seal for
everyone in the market. They are also your first line of defense against organic
fraud, a subject the fraud prevention articles in this handbook cover in depth.

PUTTINGIT ALLTOGETHER

The regulations hold a lot of detail, but for handlers the work comes together
into four operational buckets. Formulate your product with allowed ingredi-
ents. Design a label and marketing materials that comply with the rules. Set
up your operational activities for handling and processing to protect the in-
tegrity of your organic product. Write your blueprint in an OSP your certifier
approves and prove it with records that trace and reconcile. And lean on the
resources available to you as you navigate the organic certification process,
namely this Guide and your certifier. While your certifier is not able to tell you
exactly how to set up your organic systems, they are an invaluable aid in un-
derstanding what is allowed and required for organic compliance.

Product Development

Design product formulation
and verify organic status of
all ingredients

Marketing & Brand

Label the product according
to the requirements of its
product composition

Operations

Prevent Commingling
and Contamination

Dedicated storage areas
Equipment cleanouts

Appropriate packaging

Protect the organic
integrity of the product

(?) LEARN MORE

Visit the following articles to learn

more about product composition,

allowed ingredients, and labeling:

« Product Composition - 100% Organic,
Organic, and Made with Organic

« Verifying Compliant Ingredients
and Processing Aids

- Labeling Requirements for Products
Intended for Human Use

« Livestock Feed Composition
and Product Formulation

- Labeling Livestock Feed

(?) LEARN MORE

Visit Recordkeeping Requirements
for Organic Handlers to learn
more about how to build an
effective recordkeeping system
for organic certification.

Quality Assurance(QA)

Document everything in the
OSP, SOPs, and Records

Manage Pests using a
tiered approach

Prevention first

Mechanical/Physical Controls

Materials consistent with the National List

Materials not on the National List

(with certifier approval)

Now that you can find your way around the USDA organic regulations and you know the requirements that matter most

to handlers, you are ready to begin the certification process itself.
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ACTION ITEMS

- Bookmark 7 CFR Part 205 on the eCFR website.

Skim the Glossary of Terms for Organic Certification for Handlers for terms you will need to understand.

Match your activities against the certification requirements.
List the requirements that touch your daily work.

Read the Certification Process Overview for Handlers next.
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DIG DEEPER

Organic Integrity Learning Center (OILC) Course. Keep It Organic When Handling and Processing.
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®
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