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The cosmetics industry is highly competitive, with new products constantly entering the market. However, cosmetics
companies must comply with FDA regulations to avoid enforcement actions related to misbranding, unsafe ingredients, and
misleading claims. This guide covers essential FDA compliance tips to help cosmetic companies market their products safely
and legally.

Key FDA Compliance Requirements for Cosmetic Companies
FDA compliance in cosmetics focuses on proper labeling, avoiding drug claims, and ensuring ingredient safety. Below are
essential steps for staying compliant and protecting your brand.

1. Proper Labeling for Cosmetic Products

Accurate labeling is a critical compliance area for cosmetics companies. Improper labeling can result in products being
classified as “misbranded,” leading to enforcement actions from the FDA.

o Statement of Identity: Every cosmetic product label must include a statement of identity that clearly describes the
nature of the product. This helps consumers understand what they are purchasing. See FDA'’s full labeling guidelines.

o Ingredient List: Cosmetics labels must list all ingredients in descending order of predominance. Ingredients must be
listed by their common names to ensure transparency for consumers and avoid misbranding.

o Warning Labels: Certain cosmetic products, like those containing alpha hydroxy acids (AHAs), may require warning
labels about potential risks. Label warnings help educate consumers on safe use.

Case Study: A cosmetics company received a warning letter for failing to include an ingredient list on its product packaging.
By updating labels to meet FDA guidelines, the company avoided further enforcement actions. See a guide on cosmetics

labeling.

Key Action: Ensure all cosmetic product labels include a statement of identity, complete ingredient list, and warnings where
necessary.

2. Avoiding Drug Claims in Cosmetic Marketing

The FDA defines cosmetics as products intended to beautify or cleanse, whereas drugs are products intended to treat or
prevent disease. Making drug claims in cosmetic marketing can result in the product being classified as a drug, subject to
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additional regulations.

o Understanding Drug vs. Cosmetic Claims: Claims that a product “reduces wrinkles” or “heals acne” are considered
drug claims, as they imply treatment or prevention of a condition. For example, saying a product “promotes healthy skin”
is generally acceptable, while “treats eczema” is not. For guidance on cosmetic claims, visit this page.

o Using Structure-Function Claims: Structure-function claims describe how a product supports the structure or function
of the body without implying treatment. For instance, “moisturizes skin” is a structure-function claim that does not cross
into drug territory.

o Reviewing Marketing Language: Regularly review product descriptions, advertisements, and social media posts to
ensure that claims do not imply drug functions. This minimizes the risk of FDA enforcement.

Example: A skincare brand avoided FDA scrutiny by carefully reviewing marketing language to eliminate drug claims, instead
focusing on benefits like “promotes radiant skin.” See more cosmetic claims.

Key Action: Avoid drug claims in cosmetic marketing, and focus on structure-function claims to stay within FDA regulations.

3. Ensuring Ingredient Safety and FDA Compliance

Cosmetic companies are responsible for ensuring the safety of their products and ingredients. The FDA does not pre-approve
cosmetics, so companies must verify ingredient safety before marketing.

o FDA'’s Voluntary Cosmetic Registration Program (VCRP): Although not mandatory, companies can participate in the
VCRP to provide the FDA with information on products and ingredients used. The VCRP helps companies demonstrate
commitment to safety.

o Prohibited and Restricted Ingredients: The FDA restricts certain ingredients, like mercury compounds, in cosmetic
products due to safety concerns. Review the FDA'’s list of prohibited and restricted ingredients to ensure compliance.

o Safety Testing and Documentation: Conduct safety testing on new products, particularly if they contain novel

ingredients. Document all safety assessments and testing results to demonstrate compliance in case of FDA inquiries.

Case Study: A cosmetics company conducted safety testing on a new product containing botanical extracts, documenting
results to ensure compliance. See the list of prohibited ingredients.

Key Action: Verify that all ingredients comply with FDA restrictions and consider participating in the VCRP to support product
safety.

4. Compliant Advertising and Social Media Claims

Marketing for cosmetics must comply with both FDA and FTC standards to avoid misleading claims and consumer complaints.
Be cautious with claims on websites, social media, and other promotional materials.

o FTC Requirements for Truthful Advertising: The FTC requires that all advertisements be truthful, non-deceptive, and
substantiated. Avoid exaggerated claims and ensure that all product benefits are backed by evidence.

o Social Media Disclosures: Influencers and endorsers must disclose any material connections to the brand, such as
sponsorship or free products. Failure to disclose can result in FTC action.

o Use of Before-and-After Photos: Ensure that any before-and-after photos accurately represent typical results.
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Misleading or altered photos can attract both FDA and FTC scrutiny.

Example: A cosmetics brand used social media influencers to promote a new product, ensuring that all posts included clear
sponsorship disclosures. See FTC quidelines on advertising.

Key Action: Ensure all advertising and social media claims are truthful, supported by evidence, and meet FTC requirements.

Common Legal Risks and Penalties for Cosmetic Non-Compliance

Non-compliance with FDA or FTC standards can lead to significant penalties, product recalls, and reputational damage. Here’s
a breakdown of common risks and potential consequences:

Example Penalty Breakdown for Cosmetic Non-Compliance

Violation Type Potential Consequences

Misbranding (Improper Labeling) Warning letters, product recalls

Drug Claims in Marketing Reclassification as a drug, FDA enforcement
Unsafe Ingredients Product bans, recalls, liability risks
Misleading Advertising FTC fines, mandatory corrective advertising

For additional information on FDA and FTC compliance in cosmetics, see these resources:

- FDA Cosmetics Labeling Guide

« FDA Cosmetic Claims Guidelines

Voluntary Cosmetic Registration Program (VCRP)

FDA List of Prohibited Ingredients

FTC Advertising FAQs Guide

FDA and FTC compliance are essential for cosmetic companies to avoid enforcement risks and protect brand reputation. By
meeting labeling, marketing, and ingredient safety requirements, your cosmetic business can thrive in a competitive market.
Contact the healthcare and FDA lawyers at Cohen Healthcare Law Group for expert legal guidance on marketing
cosmetics safely and legally.

Contact our healthcare law and FDA attorneys for legal advice relevant to your healthcare venture.
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