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ABSTRACT

The development of high-performing or active cosmetics has become to the means for satisfying the most demand-

ing consumers. However, rational and evidence-based formulating in the area of natural cosmetics goes way be-

yond mere regulatory and technological principles. The ultimate goal, which is an informed and satisfied consumer, 

can only be achieved by intertwining of actual cosmetic effects, and substantiated and truthful advertising claims.

Keywords: active cosmetics, claims, cosmeceuticals

Article	category:	Professional	article
Presern	A,	Kocevar	Glavac	N.	Cosmetic	evidence	is	the	new	black.	Cos	ACTIVE	J.	2021;1:12–15 12 



Presern A, Kocevar Glavac N. Cosmetic evidence is the new black. Cos ACTIVE J. 2021;1:12–15 13 

COSMETIC PRODUCT, MEDICINE OR 
BOTH?

Modern cosmetic formulating is heading in the direc-

tion of combining science and activity, which is a re-

flection of increasingly demanding consumers. Con-

sequently, marketing claims are becoming more and 

more daring, making it sometimes hard to distinguish 

between cosmetics and medicines. However, this fre-

quently happens without a true rationale behind a 

cosmetic product’s composition.

Whether a product is classified as a cosmetic or a 
medicine (drug) under the law is primarily deter-

mined by a product’s intended use (1–3). A substance 

or a combination of substances presented for treat-

ing, alleviating or preventing disease through phar-

macological, immunological or metabolic action is 

considered a medicine, as are products used with 

the aim of restoring, correcting or modifying physi-

ological functions through the exertion of a pharma-

cological, immunological or metabolic action. On the 

other hand, the main purpose of a cosmetic product 

is cleaning, perfuming, changing appearance, correct-

ing body odours, and protecting or maintaining the 

skin in good condition. However, maintaining the skin 

in good condition does not include the prevention of 

disease. The regulatory definition of a cosmetic prod-

uct is clear and strict. In the event of violation, the US 

FDA issues warning letters to companies that place 

unsubstantiated health or drug claims on products 

placed on the market as cosmetics, while national au-

thorities respond through the respective inspector-

ates in the European Union.

COSMETIC ACTIVITY AND ACTIVE 
COSMETICS

A typical cosmetic product therefore exhibits activ-

ity ‘only’ by supporting the skin’s barrier function, 

and its ingredients typically penetrate ‘only’ into the 

lowest layers of the epidermis. And this is precisely 

where marketing claims often forget science-based 

facts, as you have probably often read or heard claims 

such as deep penetration, highly effective treatment 

or high-performance active ingredients. Exhibiting 

activity ‘only’ through the skin’s barrier support may 

sound like a modest mechanism of action. However, if 

we understand the basics of skin physiology, we know 

that this is usually enough or even the best in terms of 

a common skin care routine.

(Modern) cosmetic products, however, can go be-

yond exhibiting a ‘single’ activity. Cosmetology as a 

science, and the cosmetic industry and cosmetics in 

general have become focused on the development of 

so-called active cosmetics. Active cosmetic products 

have an added value: they target the specific needs or 

conditions of the skin and therefore place priority on 

individuals’ needs and preferences. That level of ad-

vancement in knowledge, technological innovations 

and new or improved cosmetic ingredients has led to 

a shift from conventional to high-performance cos-

metic activity.

This is when cosmeceuticals entered the cosmet-

ics world, meaning hybrid products explained by the 

Cambridge English Dictionary as cosmetics that con-

tains the qualities of medicines (pharmaceuticals) (4). 

In other words, a cosmeceutical means a cosmetic 

product that contains a biologically active ingredient 

that expresses a pharmaceutical or therapeutic effect 

on the skin, for example antioxidants, retinoids, alpha 

and beta hydroxy acids, peptides and proteins, etc., 

all exhibiting activity in deeper layers of the skin, as 

well. However, we should be aware that the term has 

no meaning under the law, as those products have not 

undergone rigorous studies by manufacturers and 

regulatory agencies to ensure therapeutic effective-

ness, safety and quality, which are the three defining 

characteristics of a medicine (5, 6, 7). 

Nevertheless, the term is very attractive for advertis-

ing. However, promises of sometimes almost miracu-

lous activities often lack substance. This is where we, 

as educated consumers and professionals, should be 

very critical. This is also an aspect incorporated into 

the concept of the CosmEthically ACTIVE certifi-
cate (8).

Cosmetic activity is intrinsically linked to a well-

planned product, including the incorporation of cos-
metically active ingredients in evidence-based con-
centrations (1). The importance of using an ingredient 

at an active concentration, i.e. a concentration that is 

high enough to be able to express a desired cosmetic 

effect, such as moisturising or antioxidative effect, is 
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backed by extensive scientific research, and stands 

in deep contrast to cosmetic formulations containing 

the same cosmetically active ingredients but incorpo-

rated in insignificant concentrations. The latter is an 

example of empty advertising claims.

On the other hand, formulating active cosmetics 

should not mean putting more and more into the bot-

tle to satisfy the almost endless and insatiable desire 

for eternal youth. In contrast, excessive ingredients 
should be considered a burden to the skin or hair 

(and the environment). Even antioxidants with prov-

en effects can turn into pro-oxidants when their con-

centration is increased (9). Indeed, rational formulat-

ing, particularly with ingredients of natural origin, is a 

challenging task and requires a great deal of knowl-

edge, research and experience.

ADVERTISING CLAIMS

Finally, considering the high number of cosmetic 

products available, it should be of great importance 

to provide consumers with specific, understandable, 

accurate and reliable information, enabling them to 

make informed choices, compare products on the 

market and find those that best suit their needs and 

desires. Unfortunately, the cosmetic industry fre-

quently seems to leave consumers with advertise-

ment-based information that is vague and often omits 

information necessary to help consumer decision 

making (10, 11).

Due to a lack of enforcement in cosmetic marketing, 

manufacturers are left with the decision to respect 

the rules or not. In the US, the FDA regulates cosmet-

ic labelling claims, while the US Federal Trade Com-

mission (FTC) regulates advertising claims in print 

and other media, requiring them to be substantiated, 
truthful and not misleading (12). In the European 

Union, based on Regulation (EC) No 1223/2009, 

claims should not be used to imply that cosmetic 

products have characteristics or functions they do 

not have. With the aim of providing a high level of pro-

tection for end-users, Commission Regulation (EU) 

No 655/2013 established six harmonized, common 

criteria to assess the justification of a claim, including 

(13):

•  Legal compliance. Claims that convey the idea that 

a product has a specific benefit when this benefit is 

merely in compliance with minimal legal require-

ments shall not be allowed.

• Truthfulness. Claims shall not be based on false 

information; i.e. if it is claimed on a product that it 

contains a specific ingredient, that ingredient shall 

be present.

• Evidential support. Claims for cosmetic products 

shall be supported by adequate and verifiable evi-

dence.

• Honesty. Presentations of a product’s perfor-

mance shall not go beyond the available supporting 

evidence.

•  Fairness. Claims for cosmetic products shall be ob-

jective and shall not denigrate the competitors, nor 

shall they denigrate legally used ingredients.

•  Informed decision-making. Claims shall be clear 

and understandable to average end users, allowing 

them to make an informed choice. Marketing com-

munications shall be clear, precise, relevant and un-

derstandable.

Those are some of the cues that all of us involved in 

the cosmetics industry, from formulators, manufac-

turers, marketing experts to media, must keep in mind 

when communicating products and research, particu-

larly to consumers. It’s our responsibility and obliga-

tion to use cosmetic claims for what they should be: 

essential tools to inform consumers about the char-

acteristics and quality of a product. Claims should 

always be based on the truth, which requires honest 

evidence. Honesty, in turn, requires fairness, which in 

the end ensures an informed and satisfied consumer 

(14). And that should be our ultimate goal, right?
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