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Personal Care Preservatives and Biocides:
are we judging the book by its cover?

contain one or more active substances and may contain 
other non-active co-formulants to ensure effectiveness.

The above mentioned difference in complexity between 
Preservatives and Biocides, obviously refl ects not only in their 
defi nition, but also in the reference Legislation controlling 
these ingredients, in the procedures for their approval/
authorization, as well as in the process that we will call 
“post-approval safety evaluation”. First, referring to the 
regulatory framework, on one hand we have Personal 
Care Preservatives, whose regulation is limited to one of the 
annexes (Annex V) of the European Cosmetic Regulation 
1223/2009; on the other hand, an entire Regulation (BPR 
528/2018 + SMI) is dedicated in Europe to the approval, 
placing on the market and use of Biocidal Products and 
Active Substances. Second, regarding authorization/
approval, procedures are completely different: if one would 

ask for the approval of a substance 
as new candidate in the Annex V of 
Cosmetic Regulation, he would discover 
that none of CPR articles defi nes 
the procedure for new Preservatives 
approval: on this issue the Cosmetic fi eld 
relies on SCCS Notes of Guidance (3), 
complaining about some critical points 
that seem to limit the possibility for new 
preservative authorisation. Biocides 
approval is for sure a more complicated 
process, including two steps (1 -Active 
substance 2- Biocide product approval), 
which are regulated in Annex II and 
Annex III respectively of BPR; moreover, 
the approval of Biocides and Active 
Substances does not work at European 
level (as it is for Preservatives), but at 
single Member State level, and can vary 
from one to another. 

Despite a dedicated and defi ned 
regulatory framework for new Active 
Substances/Biocides authorisation, also 
this process presents critical issues which 
are complained by the insiders, such as 
relevant economic investments, which 
leads to a limited Scientifi c Research in 
this fi elds; in addition to this, timelines for 
new substances approval is considered 
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If it is true that our body is home for our soul, it is equally 
true that buildings we live and we work in become home 
for our lives. In my job, I deal with personal care products, 
and I do know how much consumers invest in their personal 
care (Cosmetic is a market sector under constant increase) 
(1). In my daily life, I also deal with household cleaning; as 
a consumer, what I have noticed is the increasing number 
of products and shops fully dedicated to house care and 
washing. Therefore, I assume that this sector is under a positive 
trend too; this is also confi rmed by both Italian and European 
market data (2). Technically speaking, one of the crucial 
steps during the Personal Care formulation process is the 
preservation of the formula, fundamental to maintain the 
product integrity during its entire shelf life. On the other hand, I 
guess this is also the case of household products, which need 
the same level of protection from microbial contamination. In 
the personal care industry, ingredients approved to be used 
as prevention of microbial spoilage are 
Preservatives, whereas in the household 
industry the same function is entrusted 
to Biocides. Preservatives and Biocides… 
apparently,  are very similar type of 
ingredients, with analogous effi cacy and 
targets, but… Are they really so close? To 
answer this question, we have decided 
to compare Personal Care Preservatives 
to Biocides, starting from key points 
resumed in Table 1. 

By analysing the table, what 
immediately stands out is the difference 
in terms of defi nition, application and 
targets: if Preservatives are ingredients 
exclusively used to prevent microbial 
(bacteria, yeasts, moulds) spoilage in 
cosmetic raw materials and fi nished 
products, Biocides have  multiple scopes 
and targets: they can be both chemical 
substances and microorganisms used 
to destroy, deter, render harmless, or 
exert a controlling effect on any harmful 
organism (not only microorganisms); 
furthermore, it is important to distinguish 
biocidal active substances from biocidal 
products: the fi rst ones mostly include 
chemical compounds, but can also 
be microorganisms; biocidal products 
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as too long. The encountered 
diffi culties in both fi elds 
refl ects in the poor number 
of new Preservatives/Biocides 
approved and released in 
the market in recent years. 
Last, but not least, we think 
it is pertinent to discuss the 
existing difference in the 
process of surveillance 
after the approval of new 
Preservative/Biocides: in the 
Personal Care area it is only 
limited to specifi c requests of 
product safety assessment, 
that are generally submitted 
to the European Commission 
by relevant stakeholders 
(Member States, National 
Associations or Institutes); this 
assessment generally implies a 
call of data and subsequent 
evaluation, both performed 
by an impartial scientifi c 
committee (SCCS). For what 
concerns Biocides and Active 
Substances, their authorisation 
is time-limited (it lasts from 5 
to a maximum of 10 years), 
after this period, a renewal 
procedure is needed. 

While working on this article, 
I had the opportunity to 
discuss some curious aspect 
of comparing Preservatives 
and Biocides with colleagues 
coming from the Biocide 
sector. What I found particularly 
curious was the difference in 
consumers’ perception towards 
these two types of ingredients: 
in the Personal Care fi eld, 
unfortunately, Preservatives 
often are not perceived as 
the guardian of microbial safety, but rather as dangerous 
ingredients: the feeling is that the marketing demonization 
has overpassed scientifi c truth, reaching end users that in 
some cases do not correctly interpret misleading marketing 
messages (see the “Free from” trends). On the contrary, in 
the Biocide fi eld, end consumers are much more interested in 
products effi cacy, rather than their composition (or ingredients 
absence). It seems that the inclusion of the ingredient in the 
positive list of approved active substances is not wrongly 
perceived as it happens with Preservatives, instead.

Curiously, there are some molecules that are approved to be 
used as both Biocides and Preservative, belonging to BPR list 
of approved active substances and Annex V of CPR: their use 
as Biocide and Personal Care Preservative is regulated, and 
thus they are considered safe and effective. Nevertheless, in 
the Cosmetic fi eld, some of these ingredients are now more 
and more considered too dangerous to be used, and in some 
cases preferably avoided by producers. This does beg the 

question: does the diversity in weighting the same molecules 
depend on the application (probably, daily application of 
cosmetics directly on our skin led us to overdose our attention 
towards these products, in comparison to other items which 
we are in daily contact with, in any case) or are we simply 
judging the book by its cover?
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Table 1. Personal Care Preservatives – Biocides comparison; Key points.


