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CTPA Role:
The Cosmetic Toiletry and Perfumery Association (CTPA) is the trade association for the UK cosmetic and
personal care industry.

The Association’s role is to advise manufacturers, distributors and suppliers about the strict legal
framework for cosmetics, to represent industry views to UK government, and external stakeholders and
help promote information to the media on issues relating to the safety of cosmetic products. The CTPA
acts as the voice of the UK industry and provides the most up-to-date interpretation of, and guidance on,
regulatory matters affecting cosmetic products in the United Kingdom and internationally.

CTPA Address and Copyright

The Cosmetic, Toiletry & Perfumery Association
Sackville House

40 Piccadilly

London

W1J ODR

tel: +44 (0) 20 7491 8891

info@ctpa.org.uk | www.ctpa.org.uk
www.thefactsabout.co.uk

Copyright Information

©Copyright 2022 The Cosmetic Toiletry and Perfumery Association (CTPA). This document is available for
free download, electronic storage and printing by companies in the normal course of their business.
Copyright rests with the CTPA.

Why Join the CTPA?

CTPA membership gives companies access to experienced regulatory, scientific and technical staffto help
them market safe, effective products that provide a wide range of consumer choice both in the UK and
overseas.

Membership provides companies with peace of mind with easy access to:

e up-to-date legislative references;

e guidance on compliance;

e confidential one-to-one advice;

e advice on best practice;

e advance knowledge of upcoming changes;

e global updates on key issues;

e media and consumer information; and

e 24/7 online resources accessible worldwide.
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Introduction

Products must be correctly classified before being placed on the market. Article 2 of the UK Cosmetics
Regulation (UKCR) and EU Cosmetic Products Regulation (CPR) includes the legal definition of a cosmetic
product. However, it may sometimes be unclear whether a product is a cosmetic and therefore falls under
the scope of the UKCR or CPR, depending on the market where the product is sold.

If a product is not a cosmetic, it may fall under another regulatory regime such as that for foods, biocides or
general product safety. However, care must be taken to ensure that what is, at first sight, a cosmetic does
not become another product type by virtue of its presentation, its claims or its composition.

The legal framework for cosmetics sets boundaries for product classification with regards to other
legislations, giving origin to the terminology of cosmetic borderlines. " Borderlines" are not a
product classification in itself, as a product must be classified under the legislation for the appropriate
product type. However, it is a common way of describing products where classification is not readily
apparent, and where a given product could be, intentionally or unintentionally, classified as one or more
product type.

Borderline products, therefore, denote those products which require a careful assessment for classification.
There are a lot of possible borderlines for cosmetics: medicines (including traditional herbal medicines),
biocides, medical devices, toys, food or general products. Borderline products are those that require further
examination for classification, due to their composition and/or their overall presentation and claims, but a
classification decision must ultimately be taken.

A company that classifies and markets a product incorrectly may face enforcement actions by UK competent
authorities.

This document is intended to provide companies with clarity on the process to product classification.
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Legal Definitions

Article 2 of the UK and EU Cosmetics Regulations outline the legal definition of a cosmetic product:

"cosmetic product shall mean any substance or mixture intended to be placed in contact with the various
external parts of the human body (skin, hair, nails, lips and external genital organs) or with the teeth and the
mucous membranes of the oral cavity with a view exclusively or mainly to clean, perfume, change the
appearance, correct body odours, protect or keep in good condition"

Article 3 of the UK Biocidal Products Regulation outlines the legal definition of a biocide.

“any substance or mixture, in the form in which it is supplied to the user, consisting of, containing or
generating one or more active substances, with the intention of destroying, deterring, rendering harmless,
preventing the action of, or otherwise exerting a controlling effect on, any harmful organism by any means
other than mere physical or mechanical action”

Article 1 of the UK The Human Medicines Regulations 2012 outlines the legal definition of a medicinal
product:

e "Any substance or combination of substances presented as having properties for treating or
preventing disease in human beings;

e Any substance or combination of substances which may be used in, or administered to, human

beings, either with a view to restoring, correcting or modifying physiological functions by exerting
a pharmacological, immunological or metabolic action, or to making a medical diagnosis.
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STEP 1: 5 Key Questions

The first step in the classification process is determining if the product and it’s intended use fulfils the criteria
established in the cosmetic product definition. To help in this determination, the following key questions can
be used as a guide:

QUESTION PRODUCT

Is the product a substance or mixture?
What is the site of application?*
What is the function of the product??

Is the product formulated according to the

requirements of the UK cosmetics regulation??

Does the product look like a cosmetic?

1 The UKCR includes the following sites of application for cosmetic products: (skin, hair, nails, lips, oral cavity, teeth, external genital
organs)

2 The UKCR considers the following functions as pertaining to cosmetics: clean, perfume, change the appearance, correct body
odours, protect or keep in good condition

3 It possible to classify the product based on the presence ingredients which could have a medicinal effect (by pharmacological,
immunological or metabolic action) even in the absence of medicinal-type claims, and where the ingredient licensed for medicinal
purposes and has no cosmetic function

If all criteria are met, the product may be reasonably classed as a cosmetic. However, where there are further
considerations, such as claims which may introduce additional non-cosmetic characteristics or functions, a
more in-depth assessment may be required.
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STEP 2: List of Product Claims and Context for
Borderline Assessment

The primary function of a cosmetic must fit within the cosmetic definition. Primary or secondary claims may
change the classification of the product by presenting to the consumer a claim that could be interpreted
outside of the scope of the cosmetic definition. A cosmetic product may have a secondary preventative, but
not curative function however this needs to be interpreted with a degree of caution. Secondary non-
cosmetic claims may be allowed in certain instances, but these should be taken into context and indeed,
remain secondary and not supersede the cosmetic definition.

To conduct the assessment, we recommend listing all the claims, whether text or visual representation, that
may have an implication on the product classification. For example, “moisturising” might not be relevant for
this section, but “antibacterial” or a sentence with the word “eczema” would likely require a careful
evaluation.

STEP 3: Use of the Appropriate Decision Tree

CTPA has created two decision trees to facilitate in the evaluation and decision-making processes: one for
biocidal products and one for medicinal products.

Please note that these decision trees are intended as guidance only, and do not constitute a formal
classification decision. They are intended to provide a likely outcome of the process, but the final
determination will require all the information about the product and must be done on a case-by-case basis.
Ultimately, the Competent Authorities responsible for the product classifications will have final say and have
the powers to act should an incorrect classification been reached.
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Borderline with Biocides Assessment Decision Tree

DOES THE PRODUCT
HAVE A
BIOCIDAL CLAIM?

THE
PRODUCT
IS NOT LIKELY A

WHAT IS THE BIOCIDE

COSMETIC PRIMARY FUNCTION
OF THE PRODUCT?

BIOCIDE

IS THE BIOCIDAL BENEFIT
SECONDARY OR INHERENT TO THE

MAIN COSMETIC FUNCTION? THE
PRODUCT

IS LIKELY A
BIOCIDE

DOES THE PRODUCT LOOK
LIKE A COSMETICOR A
BIOCIDE?

COSMETIC BIOCIDE

THE i THE
PRODUCT e PRODUCT
IS LIKELY A : IS LIKELY A
COSMETIC BIOCIDE
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Borderline with Medicines Assessment Decision Tree

DOES THE PRODUCT
HAVE A
MEDICINAL CLAIM?

THE
PRODUCT
IS NOT LIKELY

WHAT IS THE MEDICINAL

COSMETIC PRIMARY FUNCTION
OF THE PRODUCT?

MEDICINAL

IS THE MEDICINAL BENEFIT
SECONDARY AND PREVENTATIVE
(NOT CURATIVE) TO THE MAIN THE
COSMETIC FUNCTION? PRODUCT

IS LIKELY
MEDICINAL

DOES THE PRODUCT LOOK
LIKE A COSMETIC OR
MEDICINAL?

COSMETIC MEDICINAL

THE | 1 THE
PRODUCT - PRODUCT
IS LIKELY A IS LIKELY
COSMETIC : MEDICINAL
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Biocide Decision Tree — Example 1

5 Key Questions

Is the product formulated according to the

requirements of the UK cosmetics regulation?®

Does the product look like a cosmetic? Yes

If all criteria are met, the product may be classed as a cosmetic.

List of Product Claims for Borderline Assessment:

Moisturises hands
Antibacterial

Hands feel refreshed
Lemon scent

PwnNPE
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Biocide Decision Tree — Example 1

DOES THE PRODUCT

HAVE A
BIOCIDAL CLAIM?

ANTIBACTERIAL IS A
BIOCIDAL CLAIM

WHAT IS THE
PRIMARY FUNCTION
OF THE PRODUCT?

MOISTURISING AND
COSMETIC PERFUMING ARE COSMETIC
FUNCTIONS

IS THE BIOCIDAL BENEFIT
SECONDARY OR INHERENT TO
THE MAIN COSMETIC
FUNCTION?

ANTIBACTERIAL IS
SECONDARY TO
MOISTURISING/PERFUMING

DOES THE PRODUCT LOOK
LIKE A COSMETICOR A
BIOCIDE?

COSMETIC

THE
PRODUCT
IS LIKELY A
COSMETIC

©OCTPA 2022. All Rights Reserved.

11



Biocide Decision Tree — Example 2

5 Key Questions

QUESTION PRODUCT
Is the product a substance or mixture? Mixture

What is the site of application?? Hands
What is the function of the product?? Hand soap

Is the product formulated according to the Yes

requirements of the UK cosmetics regulation??

Does the product look like a cosmetic? Yes

If all criteria are met, the product may be classed as a cosmetic.

List of Product Claims for Borderline Assessment:

Disinfects hands
Moisturising
Antibacterial

Hands feel refreshed
Lemon scented

ukwn e
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Biocide Decision Tree — Example 2

DOES THE PRODUCT

HAVE A
BIOCIDAL CLAIM?

DISINFECT, ANTIBACTERIAL
ARE BIOCIDAL CLAIMS

WHAT IS THE
PRIMARY FUNCTION
OF THE PRODUCT?

DISINFECTING IS ALWAYS A BIOCIDE

PRIMARY BIOCIDAL FUNCTION

THE
PRODUCT
IS LIKELY A
BIOCIDE
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Biocide Decision Tree — Example 3

5 Key Questions

QUESTION PRODUCT
Is the product a substance or mixture? Mixture

What is the site of application?? Hands
What is the function of the product?? Hand soap

Is the product formulated according to the Yes

requirements of the UK cosmetics regulation??

Does the product look like a cosmetic? Yes

If all criteria are met, the product may be classed as a cosmetic.

List of Product Claims for Borderline Assessment:

Moisturising
Refreshing
Disinfectant
Antibacterial
Lemon scented

ukwnN R
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Biocide Decision Tree — Example 3

DOES THE PRODUCT

HAVE A
BIOCIDAL CLAIM?

DISINFECT, ANTIBACTERIAL
ARE BIOCIDAL CLAIMS

WHAT IS THE
PRIMARY FUNCTION

OF THE PRODUCT?

DISINFECTING IS A PRIMARY
BIOCIDAL FUNCTION, EVEN IF
THERE IS ALSO A COSMETIC
FUNCTION

THE
PRODUCT
IS LIKELY A
BIOCIDE
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Medicine Decision Tree — Example 1

5 Key Questions

QUESTION PRODUCT
Is the product a substance or mixture? Mixture

What is the site of application?? Face
What is the function of the product?? Facial cleanser

Is the product formulated according to the Yes

requirements of the UK cosmetics regulation??

Does the product look like a cosmetic? Yes

If all criteria are met, the product may be classed as a cosmetic.

List of Product Claims for Borderline Assessment:

Cleanses skin
Exfoliates

Help prevent spots
For all skin types

PwnNPE
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Medicine Decision Tree — Example 1

DOES THE PRODUCT
HAVE A
MEDICINAL CLAIM?

‘HELPS PREVENT SPOTS’ IS A
MEDICINAL BORDERLINE
CLAIM

WHAT IS THE
PRIMARY FUNCTION
OF THE PRODUCT?

CLEANSING IS THE PRIMARY

COSMETIC FUNCTION COSMETIC

IS THE MEDICINAL BENEFIT
SECONDARY AND PREVENTATIVE
(NOT CURATIVE) TO THE MAIN
COSMETIC FUNCTION?

‘HELPS PREVENT SPOTS’ IS A
SECONDARY PREVENTATIVE
FUNCTION, CONSEQUENTIAL TO
CLEANING AND EXFOLIATING
SKIN (INHERENT TO THE
COSMETIC FUNCTION)

DOES THE PRODUCT LOOK
LIKE A COSMETIC OR
MEDICINAL?

COSMETIC

THE
PRODUCT
IS LIKELY A
COSMETIC
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Medicine Decision Tree — Example 2

5 Key Questions

QUESTION PRODUCT
Is the product a substance or mixture? Mixture

What is the site of application?? Face
What is the function of the product?? Facial moisturiser

Is the product formulated according to the Yes

requirements of the UK cosmetics regulation??

Does the product look like a cosmetic? Yes

If all criteria are met, the product may be classed as a cosmetic.

List of Product Claims for Borderline Assessment:

Moisturises skin
Softens skin

Treats acne

For acne prone skin

R
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Medicine Decision Tree — Example 2

DOES THE PRODUCT
HAVE A
MEDICINAL CLAIM?

‘TREATS ACNE’ AND ‘FOR
ACNE PRONE SKIN’ ARE
MEDICINAL CLAIMS

WHAT IS THE
PRIMARY FUNCTION

OF THE PRODUCT?

MEDICINAL

TREATING ACNE IS THE
PRIMARY FUNCTION, WHICH IS

A MEDICINAL FUNCTION

(TREATING AN ADVERSE THE

CONDITION) Tgaﬁgg

MEDICINAL
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Medicine Decision Tree — Example 3

5 Key Questions

QUESTION PRODUCT
Is the product a substance or mixture? Mixture

What is the site of application?? Face
What is the function of the product?? Facial moisturiser

Is the product formulated according to the Yes

requirements of the UK cosmetics regulation??

Does the product look like a cosmetic? Yes

If all criteria are met, the product may be classed as a cosmetic.

List of Product Claims for Borderline Assessment:

1. Moisturises skin

2. Softens skin

3. Helps prevent spots
4. For all skin types
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Medicine Decision Tree — Example 3

DOES THE PRODUCT
HAVE A
MEDICINAL CLAIM?

MOISTURISING IS THE WHAT IS THE
PRIMARY COSMETIC PRIMARY FUNCTION
FUNCTION OF THE PRODUCT?

COSMETIC

IS THE MEDICINAL BENEFIT
SECONDARY AND PREVENTATIVE
(NOT CURATIVE) TO THE MAIN
COSMETIC FUNCTION?

‘HELPS PREVENT SPOTS’ CAN BE A
SECONDARY FUNCTION, BUTIT IS NOT
INHERENT TO THE COSMETIC
FUNCTION. MOISTURISING DOES NOT
HELP PREVENT SPOTS LIKE CLEANSING
AND EXFOLIATING
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‘HELPS PREVENT SPOTS’ IS A
MEDICINAL BORDERLINE
CLAIM

MEDICINAL

THE
PRODUCT
IS LIKELY

MEDICINAL
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Medicine Decision Tree — Example 4

5 Key Questions

QUESTION PRODUCT
Is the product a substance or mixture? Mixture

What is the site of application?? Face
What is the function of the product?? Facial cleanser

Is the product formulated according to the Yes

requirements of the UK cosmetics regulation??

Does the product look like a cosmetic? Yes

If all criteria are met, the product may be classed as a cosmetic.

List of Product Claims for Borderline Assessment:

Cleanses skin
Exfoliates skin
Helps prevent acne
For acne prone skin

el
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Medicine Decision Tree — Example 4

COSMETIC

IS THE MEDICINAL BENEFIT
SECONDARY AND PREVENTATIVE
(NOT CURATIVE) TO THE MAIN
COSMETIC FUNCTION?

DOES THE PRODUCT
HAVE A
MEDICINAL CLAIM?

WHAT IS THE
PRIMARY FUNCTION
OF THE PRODUCT?

PREVENTING ACNE IS A MEDICINAL FUNCTION;
EVEN IF SECONDARY, IT CHANGES THE PRODUCT
CLASSIFICATION BECAUSE IT IS A CURATIVE
FUNCTION ACNE IS AN ADVERSE CONDITION,
DIFFERENT FROM SPOTS WHICH IS THE PRE-
CONDITION (NOT YET AN ADVERSE CONDITION)
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‘HELPS PREVENT ACNE’ AND
‘FOR ACNE PRONE SKIN’ ARE
MEDICINAL CLAIMS

MEDICINAL

‘CLEANSING AND
EXFOLIATING ARE THE
PRIMARY FUNCTIONS OF THE
PRODUCT

THE
PRODUCT
IS LIKELY
MEDICINAL
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Other Resources

CTPA has specific resources on this topic. Members can access the Borderlines Reference Zone for further
information.

There is also information on borderlines available for non-members here.

Members can access all CTPA information on claims including guidance documents, Reference Zone pages,
webinars and decision trees in the Cosmetic Claims Resource Inventory.

There is also information on claims and guidance documents available for non-members here.

The Medicines and Healthcare products Regulatory Agency (MHRA) is the regulator and enforcement body
for medicinal products and medical devices. The MHRA has extensive guidance on product classification in
Guidance Note 8.

The Health and Safety Executive (HSE) is the regulator and enforcement body for biocidal products.
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https://www.ctpa.org.uk/reference-zone/borderline-products
https://www.ctpa.org.uk/borderlines
https://www.ctpa.org.uk/claims-members-advice
https://www.ctpa.org.uk/resources-claims
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/759581/012__GN8_-_final_2018_combined_doc_Oct.pdf






