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What Are the OTC Drug Label 
Requirements?
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By Michael H. Cohen

Over-the-counter (OTC) drugs are medications available without a prescription, intended to treat common health issues such 
as headaches, allergies, cold symptoms, or digestive discomfort. Under FDA regulations, OTC drug labels must follow a 
standardized drug facts format that includes active ingredients, purposes, directions, and more. 

In this article, we’re going to break down the importance of proper labeling for OTC drugs and walk you through the FDA’s 
specific OTC drug label requirements.

What Are OTC Drug Label Requirements?

OTC drug label requirements refer to the specific format and content standards that all over-the-counter (OTC) drug 
products must follow before being marketed to the public. These requirements ensure that the immediate container label, 
outer packaging, and any accompanying information provide consumers with clear, accurate, and complete details about the 
drug product’s purpose, uses, dosage, warnings, and ingredients. The applicable OTC drug monograph for each 
nonprescription drug product sets out what information must appear and in what form.

In the United States, the primary regulatory body responsible for overseeing OTC drug regulations is the U.S. Food and Drug 
Administration (FDA). The FDA enforces labeling provisions under the Federal Food, Drug, and Cosmetic Act (FD&C Act), 
which apply to all nonprescription drug products, topical drug products, and other OTC medicines.

Proper labeling is crucial for consumer safety because it communicates dosage warnings, separate allergy warnings, stomach 
bleeding warnings, sore throat warnings, and liver warnings, as well as other health risks that could necessitate immediate 
discontinuation of the drug. It is also essential for legal compliance, since products that do not meet OTC labeling format and 
content requirements may be considered misbranded and subject to enforcement action.

In summary, OTC drug labels must follow strict FDA rules on format, ingredients, warnings, and claims. A healthcare lawyer 
helps ensure compliance, advises on whether your product fits under an FDA monograph or needs special approval, and 
reviews marketing to avoid FTC violations. If the FDA challenges your labeling or advertising, a lawyer like those at 
Cohen Healthcare Law can guide your response, reduce risk, and keep your product legally on the market.

FDA Regulations on OTC Drug Labeling

The FDA uses the OTC drug monograph system to establish standardized requirements for drug product labeling without 
needing an approved drug application. Each relevant OTC drug monograph details the active ingredient, labeling 
requirements, proper dosage, and necessary warnings, including specific alerts such as warnings for asthma or for pregnant 
users based on their trimester.

https://www.fda.gov/regulatory-information/laws-enforced-fda/federal-food-drug-and-cosmetic-act-fdc-act
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The FDA requires a mandatory drug facts labeling format for all OTC medicines. This includes distinct headings, 
horizontal barlines, and consistent horizontal line spacing between sections.

Certain warnings, such as a liver warning or asthma alert warning, must appear in a box and in red letters to ensure visibility. 
Labeling must also follow the standardized format and content requirements, which include how the drug facts labeling 
appears on the package, the subsequent panel immediately following the first, and the proper placement of additional bulleted 
statements appearing under the appropriate heading.

Under the FD&C Act, drug product labeling must also meet packaging techniques intended to protect the drug from 
undergoing chemical change and to ensure that the dosage unit stated remains accurate. The FDA distinguishes between 
OTC and prescription drug labeling requirements. Prescription drug labels are tailored for healthcare professionals, whereas 
OTC medicine labels are designed for direct consumer use with complete instructions for safe self-administration.

What Information Is Required on an OTC Drug Label?

One of the requirements of an OTC drug label is the drug facts panel. This panel should include:

• Active ingredients—The common or usual name and the appropriate dosage unit for each.

• Purpose of the drug—The principal intended actions, such as pain relief, cough suppression, or fever reduction.

• Uses—Conditions or symptoms the drug product is marketed to treat.

• Warnings—This includes allergy alerts, separate allergy warnings, stomach bleeding warnings, sore throat warnings, 
dosage warnings, and any statement that would necessitate immediate discontinuation of the product. Special provisions 
may include an asthma alert warning set or a complete additional bulleted statement for conditions like liver damage risk.

• Directions for use—The dosage directions for each age group should be stated in discrete dosage units and in the same 
line as other dosing instructions.

• Other information – Storage instructions, inactive ingredients, and any toll-free number to report complaints.

There should also be a product identity, which must be clear on the principal display panel. It should include the name of the 
drug, the net quantity of contents, and any statement required by the applicable OTC drug monograph or proposed labeling 
provisions.

Additionally, there should be the manufacturer’s information. This must list the name and address of the manufacturer, 
packer, or distributor, either on the principal display panel or on such an exterior container as the immediate container label.

Can OTC Drug Label Requirements Vary by Country?

Yes, OTC drug regulations and labeling provisions vary significantly across countries. While the U.S. FDA has strict 
rules for how drug facts should be labeled, other countries might have different requirements, like needing extra warnings 
about sexually transmitted diseases or disclaimers for spermicide products. Some regions may require the same line 
formatting rules as the U.S., while others allow more than one statement or more than one panel for drug facts content.

These differences create challenges for international distribution because a drug product marketed in one country may need 
changes to meet another country’s format and content requirements. For example, certain allergy alert or dosage warning 
statements that are optional in one country might be mandatory in another.

Manufacturers distributing OTC medicines globally must study each applicable OTC drug monograph, adjust packaging 
techniques intended for different markets, and ensure that both the immediate container label and the subsequent horizontal 
line layouts comply with each jurisdiction’s rules. Strategic compliance planning and consultation with regulatory experts can 
help ensure smooth market entry without costly relabeling or product holds.
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What Are the Consequences of Not Following OTC Drug Label Requirements?

Failure to comply with OTC drug label requirements can trigger serious legal and financial repercussions for any company 
marketing an over-the-counter (OTC) drug. Under the Federal Food, Drug, and Cosmetic Act, an OTC drug product that fails 
to meet the applicable OTC drug monograph or that does not display required information in the mandated OTC labeling 
format may be considered “misbranded.” This can result in product recalls, seizure of goods, injunctions, or civil penalties.

Beyond fines and legal sanctions, companies risk losing consumer trust and damaging brand reputation. OTC medicine 
labels are designed to help consumers safely use nonprescription drug products without medical supervision, and if a label’s 
drug facts, dosage warning, or dosage directions are inaccurate, it could lead to adverse events, hospitalizations, or even 
fatalities. For example, a drug product marketed without the appropriate dosage unit or with incomplete additional bulleted 
statements appearing under the appropriate heading could necessitate immediately discontinuing use and generate public 
backlash.

How to Ensure Compliance with OTC Drug Label Requirements

Compliance begins with strong internal review and quality control processes. Every OTC drug product, whether a topical 
drug product or oral medication, must be checked against the applicable OTC drug monograph and other OTC drug 
regulations to ensure all mandatory statements are present. This includes verifying that the drug facts labeling appears in the 
proper order, using horizontal barlines and the same horizontal line spacing, and that the subsequent panel immediately 
follows the first panel with no omissions.

Working with regulatory consultants or legal experts who specialize in OTC drug regulations can help companies navigate 
complex labeling provisions and packaging techniques intended to prevent the drug from undergoing chemical change. 
Periodic updates and audits are also essential, especially when format and content requirements change or when a 
modified form intended for a specific market must be adopted. Global distribution may require more than one panel or more 
than one statement to satisfy labeling provisions in other jurisdictions.

Furthermore, the use of specialized labeling software and tools can ensure that every immediate container label and 
outside container meets FDA standards. This includes properly displaying the common or usual name, net quantity, inactive 
ingredients, and a toll-free number for reporting complaints. Software can assist in applying the correct format without errors 
when an approved drug application necessitates a different layout.

Finally, hiring a healthcare lawyer is important. Your healthcare lawyer guides you through every stage of compliance, from 
reviewing your proposed labeling to helping you respond to FDA inquiries. They ensure your drug product labeling stays fully 
compliant and your brand remains protected.

How Do OTC Drug Label Requirements Differ from Prescription Drug Labels?

While both OTC drug label requirements and prescription drug labeling are regulated under the Federal Food, Drug, and 
Cosmetic Act, their regulatory standards differ in important ways. Over-the-counter (OTC) drug products are governed by the 
applicable OTC drug monograph or, in some cases, by an approved drug application. These regulations mandate the 
standardized Drug Facts labeling format, which dictates how the drug facts labeling appears, the placement of horizontal 
barlines, the same horizontal line spacing between sections, and the use of boxed statements.

Prescription drug labels, on the other hand, are not formatted with the same consumer-friendly drug facts panel. Instead, they 
follow a detailed package insert format intended primarily for healthcare professionals. This means that the principal intended 
actions, dosage directions, stated dosage units, and potential interactions are explained in medical language, often requiring 
prior diagnosis and professional interpretation. In prescription labeling, the healthcare provider serves as the 
intermediary, interpreting the drug product labeling and instructing patients on safe use, whereas OTC medicines 
must provide all necessary directions directly to the consumer.

OTC labeling requirements also focus heavily on immediate consumer comprehension, with the principal display panel, net 
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quantity, active ingredient, inactive ingredients, and toll-free number for complaints clearly visible on the immediate container 
label and outside the container. Prescription labels rely more on pharmacist counseling, making consumer accessibility and 
the level of detail presented in OTC medicine labels a distinct regulatory and design challenge.

How OTC Drug Label Requirements Affect Consumers and Manufacturers

For consumers, well-designed OTC medicine labels deliver clear and accurate information needed to use nonprescription drug 
products safely without a doctor’s supervision. Compliance with the applicable OTC drug monograph ensures that dosage 
warnings, appropriate dosage units, and other required statements are present. This improves safety by alerting users to 
conditions that would necessitate immediate discontinuation of use, such as severe allergic reactions or adverse effects tied to 
liver damage, as communicated through a separate allergy warning or liver warning.

For manufacturers, OTC drug regulations carry both legal and financial implications. Failing to follow the OTC labeling format, 
omitting required statements, or using an improperly modified form intended for a specific market can render a drug product 
marketed in violation of FDA labeling provisions.

This could trigger recalls, fines, or even prevent the product from entering new markets, particularly where more than one 
statement or more than one panel is required under other OTC drug regulations abroad. Packaging techniques intended to 
preserve stability and prevent the product from undergoing chemical change are also closely scrutinized.

From a marketing perspective, OTC drug label requirements influence how brands design their principal display panel and 
overall packaging. The format and content requirements dictate the exact placement of the active ingredient, principal intended 
actions, and net quantity, while maintaining compliance with spacing rules like the subsequent horizontal line or horizontal 
barline immediately preceding each section.

Where Can I Find an OTC Label Template?

Finding a reliable OTC label template is essential for creating compliant over-the-counter (OTC) drug product packaging that 
meets FDA format and content requirements. The U.S. Food and Drug Administration provides sample label illustrations 
and guidance documents showing how drug facts labeling appears.

This includes the proper OTC labeling format, a horizontal barline immediately preceding each section, the same horizontal 
line spacing, and the placement of mandatory warnings like the asthma alert, sore throat warning, stomach bleeding warning, 
liver warning, and separate allergy warning. These resources, along with the applicable OTC drug monograph, help 
manufacturers design labels that include the active ingredient, the appropriate dosage unit, the stated dosage unit, the 
principal intended actions, the dosage warning, and all additional bulleted statements appearing under the appropriate 
heading.

For companies seeking efficiency, several regulatory compliance vendors and labeling software platforms offer downloadable 
OTC medicine labels in editable formats. These templates can be customized to match the principal display panel size, net 
quantity, immediate container label specifications, and other OTC drug regulations.

Customization is important because each nonprescription drug product is likely to have unique requirements under its OTC 
drug monograph. They might include special packaging methods to keep the drug stable, multiple panels for different 
languages, or a different design for specific topical or spermicide products.

In addition, working with a healthcare lawyer or regulatory consultant ensures that your customized label follows the correct 
format and content requirements, bears the labeling means as required, and includes every mandated element, from the toll-
free number to report complaints to the inactive ingredients listing. At Cohen Healthcare Law Group, we can help review your 
proposed labeling to ensure compliance before your drug product is marketed, avoiding costly redesigns or enforcement 
action.
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Want to Ensure OTC Drug Label Compliance?

OTC drug label requirements are set by the FDA to ensure that over-the-counter (OTC) drug products give consumers the 
information they need to use them safely and effectively. Proper OTC medicine labels must clearly show the main uses, 
amount of product, inactive ingredients, and a toll-free number on both the main container and any outer packaging. 
Compliance with these requirements protects public safety, prevents misuse, and shields manufacturers from legal 
and financial risks. 

FAQ

When it comes to over-the-counter (OTC) drug labeling, the rules are strict to ensure consumer safety. Below are answers to 
some of the most common questions about OTC drug labeling compliance:

What Are the FDA Requirements for OTC Drugs?

The FDA requires OTC drug products to follow the applicable OTC drug monograph or obtain an approved drug application. 
The drug facts label must be presented in a standardized format and include specific content, such as the active ingredient, 
dosage unit, uses, warnings, and directions. Labels must also meet format and content requirements under the Federal Food, 
Drug, and Cosmetic Act.

Can OTC Drug Labels Be Changed Without FDA Approval?

If the change is consistent with the applicable OTC drug monograph and maintains compliance with all OTC drug regulations, 
FDA pre-approval is generally not required. However, changes that alter active ingredients, principal intended actions, or 
safety warnings may necessitate additional review.

How Often Do OTC Drug Labels Need to Be Reviewed?

Manufacturers should review OTC medicine labels periodically to ensure they meet current FDA labeling provisions and reflect 
any updates to the OTC drug monograph. Reviews are also essential when new safety data emerges or when packaging 
techniques are intended for stability changes.

What Penalties Exist for Non-compliance With Labeling Requirements?

Non-compliance can lead to product recalls, fines, injunctions, or seizure of goods, and in severe cases, legal action for 
misbranding under the FD&C Act. These penalties can damage both consumer trust and brand reputation.

Are There Specific Font Size and Style Requirements for OTC Drug Labels?

Yes, the FDA’s OTC labeling format rules specify minimum font sizes, easy-to-read type styles, and spacing, along with 
horizontal barlines and the same horizontal line separation between sections. Certain warnings, like a liver warning or asthma 
alert warning set, may also require a box and red letters for emphasis.

What Are the Three Criteria That Must Be Met by an OTC Drug?

An OTC drug must be safe and effective for self-use without medical supervision, have labeling that provides clear drug facts 
and dosage directions, and contain active ingredients recognized as safe and effective under the applicable OTC drug 
monograph.
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