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Product to be Used with Needle Rollers: Cosmetic or

Medical Device?

According to the Cosmetics Regulation (EC) No 1223/2009, cosmetic products include
substances or mixtures intended to be placed in contact with various external parts of the
human body (such as the epidermis, lips, and external genital organs) but exclude
substances or mixtures injected or implanted into the human body. However, products
intended for use with needle rollers (devices equipped with numerous fine needles that
create micro-injuries on the skin's surface, also known as dermarollers) or similar
mechanisms to enhance the absorption of these products can still be classified as cosmetic
products.

Where is the borderline?

From the perspective of the Cosmetics Regulation, when a product is used with a device
equipped with needles (e.g., needle rollers) to improve product penetration, two main factors
need to be considered to classify the product as a cosmetic: depth of penetration and intended
purpose.

Depth of penetration

The needles on the device vary in length and can reach different skin layers. If the roller only
enables application to the epidermis, the product is classified as a cosmetic, and its safety
should be assessed based on composition and mode of delivery.

Conversely, if the needles reach the dermis, the product cannot be classified as a cosmetic, and
another regulatory pathway for such a product needs to be considered. Frequency and
application sequence also require consideration when determining penetration depth, as the
depth may vary depending on which is applied first, the product or the roller. Additionally, if
there is a recommendation to use a roller after applying anesthetic cream it suggests that the
device may enable deeper product application than typically expected for a cosmetic.
Intended purpose

If the depth of penetration allows the classification of the product as a cosmetic, it is essential
to ensure that the product’s intended purpose is exclusively or primarily to change appearance,
protect, or maintain the good condition of the external parts of the body that it contacts, as
defined in the Cosmetics Regulation. In addition, the mechanism of action for achieving these
effects cannot be pharmacological, immunological, or metabolic. Otherwise, the product would
fall under the definition of a medicinal product. It’s important to note that the mere presence
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of a substance that is also used in medicinal products as an active ingredient is not decisive in
determining the regulatory status of the product. However, this may be an indicator of the
potential for pharmacological, immunological, or metabolic action of the substance, regardless
of whether the medicinal product containing this substance is applied topically or administered
by other routes.

What if the product does not meet the definition of a, cosmetic product?

In the case where use of the needle roller leads to penetration into layers deeper than the
epidermis, and the product does not meet the definition of a cosmetic product, the provisions of
the Medical Device Regulation (EU) 2017/745 (MDR) should be considered to determine whether
the product can be regulated as a medical device.
The MDR covers a specific range of products, known as Annex XVI products, which typically
fall outside the definition of a "medical device" as they have no intended medical purpose.
However, due to the potential high risks they pose to users, these products are now governed
by the strict regulations of the MDR as medical devices without an intended medical purpose.
One of the categories of these products includes substances intended for administration for
aesthetic purposes, listed in Section 3 of Annex XVI to Regulation (EU) 2017/745.
Based on the MDCG 2023-5 Guidance for qualification and classification of Annex X VI products,
the substances, combinations of substances, or items must meet all the following criteria to be
qualified as a medical device under Annex XVTI:
1. The intended purpose of the product should be facial or other dermal or mucous
membrane filling.
2. The product must be introduced subcutaneously, submucosally, or intradermally.

The administration method can be an injection or ‘other introduction’ (prefilled

hyaluron pens or prefilled dermarollers are examples of other means of introduction).
If a product meets these criteria, it becomes subject to the Commission Implementing
Regulation (EU) 2022/2346. This regulation lays down common specifications (CS) for groups of
products without an intended medical purpose listed in Annex XVI to the MDR. Meeting these
CS is mandatory since it ensures that the product is compliant with the MDR, confirming that
it is safe and effective for its intended purpose.
Thus, certain mesotherapy products when used with needle rollers can be qualified as medical
devices only if their intended purpose is or includes the filling.
On the contrary, mesotherapy products such as those used for biorevitalization,
biorejuvenation, poly-revitalizing, hydration of dermis, collagen synthesis, fibroblast
stimulation, skin radiance, or free radical elimination are not qualified as Annex XVI products
and are out of scope of the MDR and CS as they are not used for facial or other dermal or mucous
membrane filling purposes.

What is the Regulatory Status of Needle Rollers?

As indicated in MDCG 2023-5, CS apply to the means of introduction into the body, such as
syringes and dermarollers, that are prefilled with substances, combinations of substances, or
other items listed in Section 3 of Annex XVI to the MDR. In other words, a needle roller can be
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regulated as a medical device under Annex XVI only if it is used with (i.e. prefilled by) products
listed in Annex XVI. It is important to note that Annex XVI does not apply to active devices.

If the needle roller is intended to be used with cosmetic products, the needle roller itself is not
regulated as a cosmetic product. This is because, despite being used for aesthetic purposes,
according to the definition provided in the Cosmetics Regulation, a product must be a substance
or mixture to qualify as a cosmetic product. In this case, regulation of the needle roller as a
consumer product under the EU General Product Safety Regulation (GPSR) should be
considered. Nevertheless, needle rollers should only be used with cosmetic products intended
for such devices, otherwise it could be considered as a misuse of cosmetic products.

Needle rollers can also be used without any substances for various purposes, focusing solely on
the mechanical stimulation of the skin. When used for medical purposes, such as treating acne
scars, they are typically classified as medical devices under the MDR. However, if no medicinal
claims are made by the needle roller itself when used as a standalone product, its regulation as
a consumer product under the GPSR should be considered to ensure consumer safety, as the
GPSR applies to consumer products not covered by more specific regulations, such as the MDR
or the Cosmetics Regulation.

How is a product's regulatory status determined in nuanced cases?

If the classification of your substance-based product is unclear, it is advisable to consult the
national competent authority for guidance. A case-by-case evaluation of all characteristics of
the product, including concentration, route of administration, frequency of application,
application site, and the degree of penetration and absorption, in light of the specific mode of
delivery, should be carried out by the national competent authority to determine the correct
classification of the product.
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Conclusion

Navigating the complexities of product classification and regulatory compliance can be
daunting. As regulatory experts, we are here to assist you in understanding and fulfilling the
requirements for your products, whether they are classified as cosmetics or medical devices.
We can also assist you in preparing for communication with the competent authority to
facilitate a smooth consultation process, should clarification of the regulatory status of the
product be required.

Contact us today at info@starodub.nl to discuss how we can support your regulatory needs and
ensure your products are safe, effective, and compliant with applicable regulations!
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About Starodub

Reliable, Efficient and Knowledgeable

Starodub BV is a team of experts in regulatory affairs. We partner with (bio)pharmaceutical
and medical device companies to ensure that regulatory requirements are met and business
goals are achieved.

‘We collaborate with clients and care about their patients' needs. Starodub BV provides you with
a flexible team of experts specialized in regulatory affairs and quality. With Starodub you will
be able to overcome complex regulatory challenges for (bio)pharmaceutical products, vaccines,
medical devices and combination products. We bring you extensive knowledge of regulatory
operations and all aspects of pre-clinical and clinical regulatory affairs.

We care about our clients and the patients they serve and therefore strive to provide the
highest quality and cost efficiency to the assigned projects. We can be your companion to liaise
with regulatory agencies worldwide and with us you have access and cost benefits from
Starodub's qualification as “Small and Medium-sized Enterprise” in the EU. We operate in
compliance with GxP regulations and ISO 9001/13485 standards.

Let us be your partner and empower us to lead you on the shortest road to regulatory success.
Please feel welcome to explore our website and contact us to discover more.
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