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Editorial
It is with great pleasure that I introduce this edition of the International Chemical Regulatory and Law Review. As well as presenting our latest contributions on the legal and
policy developments from across the globe, I am also happy to announce that Chemservice has officially partnered with Lexxion in publishing the ICRL. Under this new
arrangement, I will take over the Editorial duties of the journal, which from now on
will be published as open access. Reflecting the new direction of the journal, our Editorial Board has also some new additions: Kristian Fisher of SZA Schilling, Zutt & Anschütz, Tobias Schulz of Nordostchemie, Ahmet Ecmel Yorganci of REACH Global Services and Volker Soballa of Evonik Industries. I am proud to be able to draw on this
growing global network of experts from industry, federations, test institutions and authorities to provide readers with the most urgent updates in our field.
In this current issue, we have included three in depth articles and three reports. Our
lead article by Nora Wang, Nadine He and Lancy Chen analyses the management of
new chemical substances in China and in particular the MEE Order No. 12, which will
take effect as of 1 January 2021. With an enhanced focus on environmental risks, the
new scheme is expected to enable more efficient and targeted regulation and contribute to the country’s environmental protection efforts.
Staying in Asia, Yu-Jeong Choi and So-Young Lee provide an overview of the regulation of biocidal products in South Korea. It is noted that compared to Korean-REACH
(K-REACH), a much more comprehensive set of data is requested for K-BPR, which is
basically a replication of the European Biocidal Product Regulation (EU-BPR). The article outlines the procedures for active substance approvals according to K-BPR, as the
first significant tasks in the biocidal approval process in Korea.
Our final article, written by Lara Dickens, Managing Director of Chemservice UK
and myself, examines the blurry boundary between the classification of biocides and
cleaning agents. Due to a lack of clarity in the regulations and the absence of guidelines, especially in borderline areas of applications, the article attempts to differentiate between cleaning agents and a biocide application with an example from the pulp
and paper industry to illustrate the relevant circumstances.
Starting with news from Turkey, our Reports Section provides updates from around
the world. With the end of the KKDIK pre-registration phase just a matter of weeks
away, the report by Yaprak Yüzak Kucukvar is essential reading for anyone aiming to
be active in the Turkish market. And for those who intend to enter the cosmetics market in South Korea will find an overview on the status of cosmetics regulation worth
reading. This issue concludes with a brief assessment of actions raised against the delegated Commission Regulation 2020/217 by Tobias Schulz.
I would like to thank everyone who contributed to this issue and would encourage
all of you to reach out, should you wish to contribute to one of the next issues or if
you have questions about any of the contributions or the new format of the journal.
In the meantime, have safe and happy holidays.
Dieter Drohmann
Managing Editor
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Between the Old and the New Scheme:
Management of New Chemical Substances in
China
The existing regulatory framework for new chemical substances in China has been put in
place for nearly a decade, delivering tangible results in advancing chemical management
and promoting the well-regulated development of the chemical sector. In April this year, to
address problems identified in its implementation, the Chinese authorities introduced a new
scheme, known as MEE Order No. 12, which will take effect starting from 1 January 2021.
With an enhanced focus on environmental risks, the new scheme is expected to enable more
efficient and targeted regulation and contribute to the country’s environmental protection
efforts.

Nora Wang, Nadine He and Lancy Chen*

I. Introduction
China, similar to many other countries worldwide,
regards chemical management as an important part
in its domestic agendas and global actions, considering that the health and environmental hazards and
workplace risks associated with chemicals have
raised heightened concerns by both Government and
the public. New chemical substances are particularly prioritized in China’s chemical management initiatives, which is largely attributed to the uncertainties, potential risks and regulatory void as a result of
their ‘newness’.
The country’s regulatory endeavours in this regard
can be dated back to 2003, when the former State Bureau of Environmental Protection (SBEP) published
the Measures on Environmental Management of New
Chemical Substances (SBEP Order No. 17 of 2003),
the first national-level regulation dedicated to new
chemical management. The Measures laid out detailed regulations on the notification, registration
and administration of new chemical substances, requiring that a pre-manufacture and pre-importation
notification and registration system be put in place.
It played a prominent role in reducing irregularities
in the use of new chemical substances in China, curbing relevant risks and environmental pollutions and
safeguarding public health.
However, SBEP Order No. 17 did not establish any
integrated risk assessment system or risk prevention

mechanism, and touched little on follow-up management after the completion of notification procedures,
thus failing to effectively supervise the implementation of risk control measures.
In light of these problems as well as the burgeoning chemical industry that called for more profound
regulatory changes, the former Ministry of Environmental Protection (MEP) revised the Measures and
published it as MEP Order No. 7 in 2010. With its focus shifted from hazard assessment to risk assessment, the Measures optimized management approaches by putting equal emphasis on notification
requirements and follow-up management practices,
exercised classified measures, and therefore created
a more scientific regulatory system for environmental management of new chemical substances.
MEP Order No. 7 has since then been in effect for
a decade as an overarching framework for the country’s new chemical management. However, since
some of its provisions cannot address the immediate
environmental management requirements, an overhaul had been discussed and worked on for years. In

DOI: 10.21552/icrl/2020/2/4
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Figure 1: Notification types and data requirements under MEP Order No. 7

April this year, the Ministry of Ecology and Environment (MEE) published the amendments of MEP Order No. 7. The scheme is thereby renamed as the Measures for the Environmental Management Registration
of New Chemical Substances (MEE Order No. 12 of
2020) and set to take effect starting from 1 January
2021.
This article will provide an overview of the existing regulatory framework for new chemical substances in China and the freshly unveiled MEE Order No. 12, and shed light on the industry implications of the new scheme.

II. MEP Order No. 7
On 19 January 2010, the former MEP issued the revised Measures for the Environmental Management
of New Chemical Substances, namely MEP Order
No.7.1 With improved philosophies, methodologies
and strategies of chemical management, the revised
Measures took effect on 15 October 2010.

1

See, < http://www.gov.cn/gongbao/content/2010/content_1671246.htm> accessed 26 October 2020.

2

At present, the IECSC lists all existing chemical substances manufactured, processed, sold, used or imported inside mainland
China between 1 January 1992 and 15 October 2003, and new
chemical substances that were notified previously and five years
have passed since they were first manufactured or imported. It
now contains 45,947 substances (updated on 14 October 2020)
in total.

It requires manufacturers and importers to complete notification of new chemical substances prior
to manufacture or import. In the regulatory context
of China, a new substance refers to any chemical substance that is not included in the Inventory of Existing Chemical Substances in China (IECSC).2 A foreign
exporter may appoint a local Chinese agent (a similar role to ‘Only Representative’ under EU REACH)
to submit new substance notifications. It also applies
to new substances used as ingredients or intermediates for pharmaceuticals, pesticides, cosmetics, food
additives and feed additives, etc.
According to the purpose of manufacture/import
and the quantities, notification of new chemical substances can be classified into three types, including:
regular notification (four tonnage bands: 1-10 t/yr,
10-100 t/yr, 100-1000 t/yr, 1,000+ t/yr), simplified notification (general case and special case) and scientific research record notification (SRRN). Minimum data requirements are provided for the different notification levels.
Notably, applicants for regular notification must
submit a risk assessment report along with other application materials. MEP Order No. 7 is China’s first
regulation that requires submission of risk assessment reports in regards to chemical management, a
reflection of the shift of its focus to risk management.
Under the current management system, new
chemical substances subject to regular notification
are of priority management. They are assessed and
then categorized in three environmental manage-
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Figure 2: Regular notification from 2011 to 2019

Figure 3: Simplified notification from 2011 to 2019

Figure 4: SRRN from 2011 to 2019

ment categories. In the last 9 years, 43% of the notified new substances fell under the category ‘hazardous new chemical substances of priority environmental concern’, 39% as ‘hazardous chemical substances’ and 18% as ‘general chemical substances’.
Different post-notification obligations apply according to the categories, including information communication, reporting, and implementation of appropriate risk control measures indicated in the registration certificate, etc.
The charts below offer a graphical representation
of the number of new chemical notification numbers
approved in the last 9 years (from 2011 to 2019). The
figures of SRRNs and simplified notifications are
markedly higher than those of regular notifications.
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About 86% of simplified notifications are special cases, most of which are for polymers of low concern
and polymers with low new substance monomer concentration (<2 % w/w) that are largely exempt from
regulation in foreign countries.
Post-notification requirements are specified in
MEP Order No. 7 to exercise follow-up management.
The holders of Regular Notification Certificates shall
deliver relevant information to processors and users
of their new chemical substances. For general chemical substances, certificate holders, processors and
users shall implement risk control measures stated
on the notification certificates. Differentiated reporting requirements are also provided for different certificate holders or substances, including first-time activity report, every-time activity report, five-year activity report and annual report.
In addition, to facilitate the implementation of
MEP Order No. 7, a series of supporting documents,
including national standards and technical specifications, were rolled out to provide guidance for enterprises on notification procedures, IECSC listing,
chemical testing, hazard identification, risk assessment, etc.
With the revised Measures in effect, the past
decade also witnessed great progress made in infrastructure development and regulatory capacity related to the environmental management of new chemical substances. So far, a total of 18 domestic testing
institutes are capable of providing eco-toxicological
testing data. Consulting companies have emerged nationwide to help foreign enterprises to comply with
notification requirements. Authorities at both central and local levels have sharpened their regulatory
awareness and capacity in the regulatory practices
related to management of new chemical substances.
Nevertheless, some problems have become apparent during the implementation of MEP Order No. 7.
The Measures is only a department-level legislation,
thus delivering limited administrative effects. Statistics show that most of the approved applicants are
foreign-based or foreign-funded enterprises; by contrast, many domestic enterprises are not fully aware
of what they should do before manufacturing or importing any new chemical substance or, even worse,
ignore their notification or registration obligations.
Regulators have often bumbled in their efforts to determine if an enterprise manufactures or uses new
chemicals but has not filed any notification application. Moreover, applications for low-risk substances
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have overwhelmingly outnumbered those for highrisk substances, thus taking up massive physical and
human resources, which makes the focus on highrisk substances far from enough.

III. MEE Order No. 12
As an attempt to address the problems enumerated
in the previous section and on the basis of international practices, domestic regulatory experiences and
voices of industry players, the MEE published the
amendment of the 2010 Measures, which is known
as MEE Order No. 12, in late April this year.3 Set to
take effect on 1 January 2021, the new Measures
places a bigger focus on environmental risks, especially new chemical substances that are persistent
and bioaccumulative, that are of great hazards to the
environment and health or that may exist in the environment for a long time and may cause greater risks
to the environment and human health. This underlying principle certainly echoes the draft Regulations
on Environmental Risk Assessment and Control of
Chemical Substances which was published in early
2019.4
It specifies that imported goods which are temporarily stored at the special customs supervision areas and designated for export to other countries without any processing will be excluded from its requirements. Exemptions are newly offered to fertilizers.
On the other hand, it is made clear that for chemical
substances which are included in the IECSC and subject to new usage environmental management5,
where they are used for any industrial purpose oth-

3

See, <
https://www.mee.gov.cn/xxgk2018/xxgk/xxgk02/202005/t202005
07_777913.html> accessed 26 October 2020.

4

See, <
https://www.mee.gov.cn/xxgk2018/xxgk/xxgk06/201901/t201901
11_689258.html> accessed 26 October 2020. The Regulations,
once officially published, will be a significant landmark in legislating China’s chemical management, as it, for the first time,
incorporates all chemical substances manufactured, processed or
imported in China into a unified environmental risk assessment
and control mechanism of chemical substances.

5

According to MEE Order No. 12, where (1) highly hazardous
chemical substances; and (2) chemical substances that are persistent and bioaccumulative, or persistent and toxic, or bioaccumulative and toxic are listed into the IECSC, they shall be subject to
new usage environmental management.

6

See,
<https://www.mee.gov.cn/xxgk2018/xxgk/xxgk06/202009/t20200
930_801876.html> accessed 26 October 2020.

51

er than the permitted ones, they will still be regulated as new chemical substances.
The most prominent change compared with MEP
Order No. 7 lies in registration types, as shown in the
table below.
Registration types have been significantly simplified: for substances which are subject to SRRN and
simplified notification (except those for the PPORD
purpose in quantities below 10 tons for no more than
two years) under MEP Order No. 7, relevant businesses will need to apply for record notification after the
new Measures takes effect; simplified registration
and regular registration apply to substances in quantities of 1-10 tons per year or in quantities above 10
tons per year, respectively.
Optimized data requirements are provided for
each type. For record notification, applicants only
need to submit the known data concerning hazard
properties and environmental risks information of
new chemical substances. They can engage in relevant activities immediately after submitting all materials required for record notification. For simplified
registration, applicants need to submit data concerning physicochemical properties, persistence, bioaccumulation and toxicity properties of new chemical
substances. The data requirements for regular registration are no longer simply classified according to
tonnage bands, but are instead considered based on
hazards of new substances and exposure scenarios.
For highly hazardous chemical substances, applicants shall also submit socio-economic analysis materials, including an explanation on whether the new
chemical substance in question has equivalent or evident advantages in performance or environmental
friendliness, etc. compared with chemical substances
which are already used in its application, so as to clarify the necessity of applying for its activity.
It should be noted that environmental risk assessment reports, still required for regular registration,
will be a critical part in the review procedures. The
MEE has recently published three draft technical
guidelines6, which focus on environmental and
health hazard assessment of chemical substance, environmental and health exposure assessment and environmental and health risk characterization, respectively, in a bid to provide guidance for enterprises
and specify relevant technical requirements.
Follow-up management requirements are made
more concrete and stringent in MEE Order No. 12. It
emphasizes that enterprises assume primary respon-
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Table 1: Differences between MEP Order No.7 and MEE Order No. 12 on registration types
Substance type

MEP Order No.7

MEE Order No. 12

Substances for R&D purpose, in quantities below 0.1t/yr

SRRN

No longer a separate registration type;
subject to record notification

Substances manufactured/imported in
quantities below 1t/yr

Simplified notification (general case)

Record notification

1. Intermediates manufactured/imported below 1t/yr
2. Substances manufactured for the
sole purpose of export, in quantities
below 1 t/yr
3. Substances for R&D purpose, in
quantities of 0.1-1 t/yr
4. PLC, or a polymer with low new
chemical substance concentration of
monomer < 2% (w/w)

Simplified notification (special case)

Record notification

Substances for the purpose of Product
and Process Orientated Research and
Development (PPORD), in quantities
below 10 tons for no more than two
years

Simplified notification (special case)

Simplified registration

Substances manufactured/imported in
quantities of 1-10 t/yr

Regular notification (Level 1)

Simplified registration

Substances manufactured/imported in
quantities above 10 t/yr

Regular notification (Level 2, 3 and 4)

Regular registration

sibilities in follow-up management and commits to
practice more targeted environmental risk control
measures, and optimizes regulatory approaches and
priorities and reporting requirements. These improvements are expected to enable sound management throughout the lifecycle of chemicals.
In cases where record notifications are required,
since applicants can carry out activities related to new
chemicals immediately after they submit relevant
materials, random checks of compliance are an important way to ensure follow-up management in this
regard. Moreover, checking the compliance of record
notifications of polymers will be a key focus in the
follow-up management work. MEE Order No.12 provides that, record notifications are required for polymers containing less than 2% monomers or reactants
which are new chemical substances, or polymers of
low concern, regardless of their annual volumes.
MEE Order No. 12 lifts the requirements for submission of every-time activity report and five-year ac-

tivity report, requires businesses to submit only an
annual report and a first-time activity report. Under
the new scheme, however, the first-time activity report is required for both simplified registration and
regular registration applicants, and the annual report
is only required for substances for which the submission of an annual report is specified as an environmental management requirement in the Regular
Registration Certificate.
As for listing registered new substances into the
IECSC, only those that have finished regular registration are qualified to be listed into the IECSC by
the MEE after 5 years from the date of registration.
New substances that are highly hazardous, or persistent and bioaccumulative, or persistent and toxic, or
bioaccumulative and toxic should be assigned permitted purposes upon their addition into the IECSC.
For new highly hazardous substances, or new substances which are persistent and bioaccumulative,
or persistent and toxic, or bioaccumulative and tox-
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ic, corresponding environmental management requirements shall be stipulated in addition to annul
reporting requirements upon their addition into the
IECSC.

IV. Conclusions
Overall, compared with its predecessors, MEE Order
No. 12 provides a more solid institutional framework
for the environmental management of new chemical
substances in China by placing a larger focus on substances with relatively high risks, thus representing
another step forward towards its equivalents in other countries, such as REACH in EU.
With simplified registration types and optimized
data requirements, the new scheme will remarkably
ease the burdens on enterprises and encourage them
to gradually phase out high-risk chemical substances

7

See,
<http://www.mee.gov.cn/xxgk2018/xxgk/xxgk06/202008/t202008
17_793827.html> accessed 26 October 2020.
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and turn to environmentally friendly ones. This
makes the new scheme a profound move to boost
China’s environmental protection efforts.
However, that does not mean enterprises can take
it lightly: the stronger oversight exercised both during and after the handling of matters will press enterprises to devote more efforts to ensure regulatory
compliance. Enterprises are required to assume primary responsibilities in environmental risk control
of new chemical substances, implement environmental management requirements, and accept the
supervision and spot checks of authorities.
To provide further instructions on how to apply
for registration and notification of new chemical substances under MEE Order No. 12 and elaborate on requirements which are not sufficiently detailed in the
Measures, the MEE published the draft Guidance on
Environmental Management Registration of New
Chemical Substances7 to solicit public comments. An
official version is expected to come out soon. Businesses will need to keep a close eye on regulatory updates and comply with them based on thorough understanding.
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Overview and Status of Korean-BPR
Yu-Jeong Choi and So-Young Lee*
Since the Korea Biocidal Products Regulation1 (also known as K-BPR) came into force on 1
January 2019, the Korean authorities have established an inventory of existing active biocidal substances, based on the notification of the substances by industry. Any company, who
did notify the existing active substance - including its product type (PT) of use – was granted a grace period for substance approval. The biocide industry in South Korea is facing the
first approval period which is due by the end of 2022 and potential registrants have little
experience in dealing with biocide authorisations according to K-BPR. Compared to Korean-REACH2 (K-REACH), much higher data requirements are requested for K-BPR, which is
basically a replication of the European Biocidal Product Regulation (EU-BPR)3, encouraging
registrants in global data sharing. This article outlines the procedures for active substance
approval according to K-BPR, as the first significant tasks in the biocidal approval process
in Korea.

I. Introduction

II. Active Substance Approval

As a result of accidents associated with biocidal and
consumer chemical products in South Korea, the KBPR was implemented to control these products as
of 1st January 2019. Like the EU-BPR, the Act requires
that all biocidal substances and products receive approval from the Ministry of Environment (MoE) prior to manufacture or import of those. Additionally,
a company who notified an existing active substance
and being granted a grace period for authorisation,
can manufacture and import the existing active substance during this period without approval. In order
to get the required authorisation of active substances under K-BPR, it is essential to understand
the approving system, controlled by MoE and the
defined processes, such as CICO (Chemical Substance Information Communicative Organization
[similar to the SIEF under EU REACH]) formation,
simplified approval, data sharing, etc. When the
practical tasks and assignments are identified and
understood well, biocide registrants can progress
the K-BPR approval procedures much more efficiently.It needs to be noted as well, that the current
regulation and implementation procedures under KBPR are constantly being updated, demanding to
keep an eye on any update in order to respond appropriately.

1. Pre-Notification of Existing Active
Substance
In accordance with K-BPR, any person who intends
to manufacture or import an active substance contained in biocidal product or a treated article placed
on the Korean market before 31st December 2018 (=
existing active substance) is eligible to submit a notification of the existing active substance, including
the product type (PT) claim. MoE reviewed the notified substances, incl. the product types and established on 31st December 2019 the inventory of 741 existing active biocidal substances, which are subject
to the grace period of the substance approval process.
Since then, late notifications have been accepted and
accordingly the inventory keeps updating on a regular base. As of today, 743 existing active substances
are listed.

DOI: 10.21552/icrl/2020/2/5
*
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1

Act on the Safety Management of Household Chemical Products
and Biocides, Act No 15511, 20 March, 2018.

2

Act on the Registration and Evaluation of Chemical Substances,
Act No 11789, 22 May, 2013.

3

Biocidal Products Regulation (Regulation (EU) No 528/2012).
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Table 1: Grace period of existing active substance, depending on the PT.
Grace Period

Product Type

3 years
2022

Disinfectants, Algicide, Rodenticides, Insecticides, Repellents

5 years
2024

Wood preservatives, Products to control other vertebrates,
Products to control other non-vertebrates

8 years
2027

Preservative for products, Preservative product surface treatment,
Fibres and leather preservatives

10 years
2029

Construction material preservatives, Material/equipment preservatives, Embalming or
taxidermist fluids, Antifouling products

Depending on the notified product type (PT), the
grace periods have been granted for up to 10 years.
Table 1 shows the grace periods according to relevant
product type. The grace periods provided did take into account additional information, such as volume,
hazard, risk, use and global regulatory information
of the existing active substances.
Any person who submitted a notification, shall
submit a plan concerning the preparation of the substance approval to the MoE within one year from the
designated date of existing active substance status.
In case a company notified an active substance and
accordingly the substance was included in the initial
list of existing substances in 2019, the relevant approval plan should be submitted until the 31st December 2020. The plan should include a substance specific schedule for the substance approval. It should
be separately submitted by any company who notified the existing active substance. In case that there
are more than 2 companies who submit an approval
plan for the same substance name and chemical composition, the companies should submit most of the
approval dossier jointly via an agreed Lead Registrant.

2. Active Substance Approval
K-BPR approval of active substances requires data,
which is more diverse and detailed comparing to KREACH. Moreover, the review process of the approval dossier submitted is complex and takes longer.
The number of K-BPR studies required, such as physico-chemical properties and hazard data is 73 in total,

whereas K-REACH requires 47 endpoints in comparison. Unlike K-REACH, which differentiates depending on the registration tonnage band, the requirements are identical for all manufactures and importers, regardless of the amount placed on the market. So, the volume of a biocide has no relevance concerning the required studies.
Thus, it might be quite burdensome on companies
in terms of cost for data and approval process, in particular for low volume biocides placed on the Korean market. Accordingly, the Korean authority provides an easing of the requirements. A company who
registered a substance under K-REACH does not
need to submit the duplicate data for K-BPR approval.
Also, simplified approval, which enables registrant
to submit a reduced data set can be possible for selected substances, which have been previously approved internationally. Details of these reduced conditions can be found in Chapter 3 in this article. Table 2 shows the requirements of existing active substance notification and approval. The requirements
of K-BPR are basically identical to the ones of EUBPR.
Figure 1 describes the procedure scheme of the active substance approval and dossier review by the
competent authority (CA). The official period required to receive approval decision by the CA takes
up to 18 months at maximum. However, the period
may be extended if the CA requests from the applicant to provide further information and to supplement the approval dossier. Accordingly, the applicant
needs to set a tight plan for the active substance approval process considering the approval review period. MoE recommends submitting approval docu-
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Table 2:Requirements of notification and active substance approval
Obligation

Pre-notification

Approval of active substance

Requirements
Applicant information
Substance identification information
Product type
Annual manufacturing/importing volume
Global regulatory information
Applicant Information
Identification information of active substance (analytical profile)
Exposure information (use, user, exposure route and behaviour)
Data on raw material and manufacturing process
Classification & Labelling
Guidance on safe use
Global regulatory information
Physico-chemical and biological properties
Hazards to human and environment
Environmental fate and behaviour
Reactivity with packaging
Efficacy/Effectiveness
Risk assessment for human health and environment
Biocidal Assessment Report (BAR)

ments within June 2021 at least for substances where
the grace period expires end of 2022.
After the Lead Registrant (LR) submits the joint
approval dossier to the CA, the CA will notify the LR
on the initiation of the dossier evaluation and draft
assessment report. Once the draft is drawn up by the
CA, the applicant will be allowed to view the draft
and submit written comments during a period of 30
days. The applicant shall verify that the intention of
the applicant has been delivered well and accordingly that the authority has assessed the active substance
correctly, based on the properties of the substance. A
Biocidal Committee will review the approval decision
based on the final assessment report by the authority.
The completion of active substance approval will
be followed by the biocidal product (BP) approval.
Each company should submit the approval documents for the biocidal product, which includes the
approved active substance. The approval grace period of each biocidal product is 2 years after the active
substance has been approved. The approval procedure for the biocidal product is very similar to the active substance approval.
Similar to EU-BPR, there is an expiration of approvals granted under the K-BPR. Approvals of active substances will be provided up to maximum of

10 years, considering hazards and risks of the active
substance. For substances having a specific hazard,
e.g. a respiratory sensitizer, the approval will be
granted for a maximum of 7 years. Each registrant
should re-new the active substance approval dossier
before the expiration date.

III. Data Sharing Under K-BPR
The importance of global data sharing is increasing
as chemical regulations are gradually expanding and
developing into various jurisdictions. Looking at
REACH4 and K-REACH representatively, basically all
registrants of the same substance should belong to
the joint registration. The registrants need to put priority on utilizing the existing data in order to reduce
registration costs and time and avoid unnecessary
testing, on vertebrate animals in particular. Moreover, ambiguous data could result in multiple testing, which needs to be prevented. Other chemicals
legislations introduced worldwide also include the
aspect of data sharing. The procedure of data ex-

4

Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) (Regulation (EU) No 1907/2006)
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Figure 1: Scheme of the approval process for active biocidal substances

change involving various stakeholders could be complex and especially require in-depth degree of understanding and administration, in order to meet the requirements of the relevant parties - while maintaining confidentiality.

ter the K-BPR approval. It would therefore be important to find a common consensus among those, who
aim to share data globally.

2. Only Representative System
1. Exchange of Existing Data
K-BPR requires the formation of CICOs by companies which manufacture or import the same active
substance and to jointly submit the technical parts
of the approval documents, such as physico-chemical properties, biological properties, and human and
environment hazard data in accordance with the KBPR. In addition, vertebrate tests should be minimized and should not be repeated, except for special
cases such as newly identified risks to humans or the
environment. Since, the requirements are very similar to those from EU-BPR, data access to existing
studies conducted under EU BPR should be utilized
via Data Sharing Agreements. Global data sharing
will link local registrants and data owners in other
countries and offers the opportunity to continuously cooperate with each other regulatory-wise, even af-

The K-BPR amendment which will be in force on 1st
January 2021 has recently adopted the Only Representative system, alike the OR System under KREACH and EU REACH. Any non-Korean manufacturer will be able to proceed with the active substance
and biocidal product approval, including the data
sharing obligations, via their appointed Only Representative in South Korea.

3. Operation of CICOs
A registrant, who is required to submit joint approval
dossier shall join the CICO in the web-based K-BPR
system. The most basic unit of the CICO is the “Product Type CICO”, which consists of registrants who
notified the same biocidal product type for a substance. Next, there is the substance CICO, represent-

58

ing several product type CICOs for the same substance. Basically, each lead registrant in product type
CICOs is expected to be acting in the substance CICO but any member in product type CICOs can act
in the substance CICO as well. To avoid overlapping
and redundant work and to prepare the approval
dossier most efficiently, when preparing several
product type dossiers for a substance, approval works
need to be carried out by distributing the works between the lead registrants of a substance CICO and
the product type CICOs, efficiently. In this regard,
the substance CICO lead registrant, representing all
CICO members, may overpeer the scientific study data and the preparation of core documents, which are
required for all registrants of a substance, regardless
of product types, e.g. Classification & Labelling. In
particular, the substance CICO lead registrant is expected to work closely with data owners, when securing existing data access. Moreover, since the current
K-BPR let registrants form a separate CICO when registering anhydrous or hydrated forms of a substance,
the importance of coordination work of the substance lead registrant is emphasized again. For example, each substance lead registrant needs to identify
“the same” substance or group relevant substances
correctly. Several substance CICOs may cooperate
with each other. In this aspect, Consortium formation could be an efficient tool to avoid double work,
to reduce expenses and to file a harmonised set of
data during the K-BPR approval.

4. Simplified Requirements
MoE is carrying forward a plan to simplify the approval requirements of active substances which were
authorised internationally. The MoE has announced
that existing active substance for which a biocidal assessment was completed and assessment reports
were published under the EU BPR and FIFRA5, will
receive the opportunity to be exempted from the submission of certain hazard, risk, and efficacy data as
well. The MoE will announce the final list of substances, for which data requirements will be reduced.
Accordingly, MoE recently completed collating information of substance and product, including raw material, use and exposure from the potential registrants who notified the existing active substances,
which are the first to expire the approval grace period.
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The registrants subject to the simplified requirements for K-BPR approval will hope to purchase the
specific data which they really need, rather than being required to get access to the full data package for
a substance.
Also, K-BPR allows not to submit duplicate data of
a substance of which data already submitted to KREACH registration. Fair data sharing which identifies K-BPR registrant, who already paid for Letter of
Access for K-REACH purpose and who did not, will
be necessary.
According to the experience with K-REACH registrations, local Korean companies showed a tendency
to prioritize cost efficiency. In this regard, there are
CICOs who chose to replace test study requirements
by waiving justification or public data rather than
generate new test or purchase existing data. Also,
many CICOs applied for the Korean authority’s
SMEs6 supporting program, which produces demanding tests and provided test reports to K-REACH
registrants at an affordable price. As it is expected
that there would be similar cases in upcoming K-BPR
approval, it would be important to consider these
matters for data owners, who seeks to share data for
K-BPR purpose at a maximum price level.

IV. Conclusions
In response to the chemical incidents and increasing
awareness of risk from chemical substances, Korean
authority started to control chemical substances
broadly, e.g. through the K-REACH legislation, the
new K-BPR legislation has been implemented to control biocidal and consumer products intensively. Recently subordinate statutes, relevant systems have
been developing, and technical guidance has just
been published regarding the K-BPR approval system.
Currently, the Tier 1 approval of existing active
substances, ending by 2022, is closely coming. At the
same time, the efforts for active substance approval
from industry side seems low due to high costs as
well as complex procedures. Especially, SMEs are facing major challenges in K-BPR compliance. To help
the applicants for active substance and biocidal prod-

5

Federal Insecticide, Fungicide, and Rodenticide Act

6

Small and Medium-sized enterprises
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uct approval, there is an urgent need of technical
guidance, to prepare dossier in further detail. Also,
securing the existing data at reasonable costs is a key
to accelerate the whole process of approval. Korean
chemical regulations have adopted many parts of European regulations, and there are benefits expected
from the global data sharing in K-BPR implementa-
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tion as well. Nevertheless, there have been cases
where CICOs turned down the offers from non-Korean data owners under K-REACH. Therefore, K-BPR
applicants and (EU-BPR/EU REACH) data owners
need to understand each side’s stance in order to find
agreement and that both sides are benefitting from
the data sharing.
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Differentiation of Biocides and Cleaning
Agents – Where is the Boundary?
Dieter Drohmann and Lara Dickens*
The EU Biocidal Products Regulation (BPR) regulates the placing on the market and use of
biocidal products. Biocidal products require an authorisation before they can be placed on
the market. The active substances contained in the biocidal product must be approved beforehand. Questions repeatedly arise about the distinction between biocides and cleaning
agents/detergents and about certain labelling obligations. In particular the question of how
products are claimed and marketed, and which factors may lead to a cleaning product having to be authorised as a biocide under the BPR. Due to a lack of clarity in the regulations
and the non-availability of guidelines, especially in borderline areas, this article attempts to
differentiate between cleaning agents and a biocide application with a concrete example
from the pulp and paper industry and to illustrate which circumstances are relevant.

I. Introduction
The Biocidal Products Regulation (BPR, Regulation
(EU) 528/2012) 1 concerns the placing on the market
and use of biocidal products, which are used to protect humans, animals, materials or articles against
harmful organisms such as pests or bacteria, by the
action of the active substances contained in the biocidal product. This regulation aims to improve the
functioning of the biocidal products market in the
European Union (EU), while ensuring a high level of
protection for humans and the environment. All biocidal products require an authorisation before they
can be placed on the market, and the active substances contained in that biocidal product must be
previously approved. There are, however, certain exceptions to this principle.
Questions have been raised many times concerning the differentiation of biocides versus cleaning
agents, as well as certain labelling claims for cleaning products or detergents. Specifically, which types
of claims would require that a cleaning product has
to be authorised as a biocide under the EU BPR.
Cleaning products with claims such as those described in this article are generally considered by the
regulators not to be intended for a biocidal purpose.
These cleaning products claim to remove dirt or other debris and are not aiming to mitigating any harmful organisms.
Under EU BPR in general, a cleaning agent or
cleaning product is considered to be intended for a

biocidal purpose if, among other things, the person
who distributes or sells it claims, states, or implies
that the product prevents, destroys, repels or mitigates harmful organisms. Therefore, once a product
label (or other statement made in connection with
the sale or distribution of the product) includes any
claim of bacteria/pest mitigation, the product is one
that is intended for a biocidal purpose and becomes
subject to the authorisation provisions under the EU
BPR.
A product need not act directly on bacteria in order for it to mitigate it and be considered a biocide.
For example, claims that a product affects the habitat or food source of a pest/bacteria are considered
to be ‘mitigation’ claims against that pest/bacteria.
Such claims are in contrast with statements about a
product’s use that merely claim to remove dirt or other debris without any relation to mitigating a microorganism, its food source, or its habitat.
Additionally, the expectation of consumer on the
function of the product also plays a role. Furthermore, indication for a biocidal product can be the use
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of ‘classical’ biocide ingredient formulations (see
BauA Webpage).2
Certain products may have effects that mitigate
microorganisms without being intended for a biocidal purpose, like deodorizers, bleaches, oxidizers and
cleaning agents. They are not considered biocides because they are not intended to prevent, destroy, repel or mitigate bacteria/pests. However, the regulation provides, and regulators consider, that these
types of products are not biocides only if no biocidal
claim is made on their labelling or in connection with
their sale and distribution. In other words, where a
claim or implication is made in connection with the
sale or distribution of a cleaning product that its use
will mitigate a harmful organism, either by itself or
in combination with any other substance, the product would be considered to be intended for a biocidal purpose and would therefore be required to be
authorised in the EU under the requirements of the
BPR.
Please note, that EU BPR requires that efficacy data supports the biocidal claim for the product to be
authorised. Insufficient biocidal activity, but still
complying with the definition of a biocidal product,
will result in rejection of the biocidal product application. These products cannot be allowed on the market as biocides.
This topic has additional complexity because there
are substances with antimicrobial properties as well
as properties of cleaning agents. These are for example bleaching agents and oxidizers. Moreover, the
‘confederational’ structure of the European Union in
this regard, can result in a situation that different
Member States also have different views on the differentiation between a biocide and a cleaning agent.
Due to the absence of clarity in the regulations and
the available guidance, this article tries to differentiate between cleaning agent versus a biocidal application in one example of the pulp & paper industry.

II. Definitions and Characteristics
A chemical product may have a number of different
functions leading to a variety of commercial uses;

2

See, <http://www.reach-clp-biozidhelpdesk.de/de/Biozide/Biozid-Definition/Definition.html>

3

REGULATION (EC) No 648/2004 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 31 March 2004 on detergents.

where this is the case the definitions given in legislation must be taken into account to establish the appropriate regulatory requirements for placing the
product on the market for its intended function. The
conditions (eg temperature, pH) in which a chemical
substance is used is often important for it to perform
as intended. The legislative definitions and requirements may differ depending on the jurisdiction in
which the product is sold, potentially adding to further complexity. In relation to the case described in
this article, the main use of the product to consider
would be as a cleaning agent and as a biocide or pesticide.

1. Cleaning Agents
An EU Regulation3 on detergents specifies requirements for detergent products, where a detergent is
defined as ‘any substance or mixture containing
soaps and/or other surfactants intended for washing
and cleaning processes’. The regulation also defines
cleaning as ‘the process by which an undesirable deposit is dislodged from a substrate or from within a
substrate and brought into a state of solution or dispersion’. A so-called ‘disinfectant’ that could be considered to have a cleaning function would fall under
the Biocidal Products Regulation since such products
are intended for and effective at killing harmful living organisms.
In the United States of America (USA), although
not categorically defined, a cleaning agent is considered to be one that removes unwanted substances
and can be through the use of a chemical or by mechanical or abrasive action. The US Environmental
Protection Agency (EPA) discusses the difference between cleaning agents and pesticides on its website
where it states, the term ‘cleaning product’ means a
substance or mixture of substances (such as chemical or biological substances) that is intended to clean
away or remove inanimate material from a surface,
water or air and that makes no pesticidal claims.’
Separately, there are three groups of antimicrobials (an agent that kills microbial growth) registered
by EPA for public health uses: disinfectants, sanitizers and sterilisers. These are defined in the following
manner:
– a disinfectant destroys or irreversibly inactivates
infectious or other undesirable organisms, but not
necessarily their spores;
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– a sanitizer reduces but does not necessarily eliminate all the microorganisms on a treated surface;
– a sterilizer destroys or eliminates all forms of bacteria, fungi, viruses, and their spores.
Both the claim of use on the label and the intended use of the product are important in determining
the categorisation in the US and consequently the
regulatory requirements. The following section provides more information on pesticide definitions.

2. Biocides and Pesticides
In the EU, the Biocidal Products Regulation covers a
very diverse group of products, including disinfectants, pest control products and preservatives. Biocidal products are defined in the EU BPR (Article 3) as
follows:
– 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,
– any substance or mixture, generated from substances or mixtures which do not themselves fall
under the first indent, to be used 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.
Based on this definition, two main requirements must
be met for this Regulation to apply. Firstly, the intended use of the product is to have an effect on harmful
organisms (defined as ‘an organism, including pathogenic agents, which has an unwanted presence or a
detrimental effect on humans, their activities or the
products they use or produce, on animals or the environment’); and secondly, that that effect is to cease
the harmful nature of the organism (destroying, rendering harmless) or to control the harmful nature (deterring, preventing the action, exerting a controlling
effect). The definition clearly excludes products causing this effect through physical or mechanical action.
The second indent specifies that substances or
mixtures may fall under the scope when they are used
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in a way that generates a substance or mixture with
the purpose of having an effect on harmful organisms (referred to as ‘in-situ generated active substances’). This implies that such substances or mixtures may be used for other purposes, without the
generation of new substances or mixtures in use
and/or although new substances/mixtures are generated in use, the purpose is not to have an effect on
harmful organisms. As with the first indent, the intention of the use is fundamental.
A pesticide in the EU is generally regarded as a
plant protection product; that is products which are
used to control pests, weeds and diseases affecting
plants.
In the USA, pesticides are regulated under the Federal Insecticide, Fungicide, and Rodenticide Act
(FIFRA)4. FIFRA defines a pesticide as, ‘any substance or mixture of substances intended for preventing, destroying, repelling, or mitigating any pest’. A
pest is defined as, ‘(1) any insect, rodent, nematode,
fungus, weed, or (2) any other form of terrestrial or
aquatic plant or animal life or virus, bacteria, or other micro-organism (except viruses, bacteria, or other
micro-organisms on or in living man or other animals)’.
There are nuances in the terms used in the US too,
where a biocide is specified to be any poison that kills
a living organism, whereas a pesticide is a substance
intended to control, prevent, or kill a pest. The EPA
considers a product to be a pesticide (and require registration) if the person placing it on the market claims
or implies that it contains a substance that can be
used as a pesticide directly or used to manufacture a
pesticidal product. It should also be noted that any
product without this claim but has no other commercially viable use other than for pesticidal use would
be regarded as a pesticide by EPA.
In South Korea5, biocides are defined as, ‘Chemical substances, natural substances or organisms that
are capable of suppression, removal and control of
hazardous organisms’.
Australia regards the biocidal function as the capability of a substance or mixture of substances to
kill living organisms; and thus a biocide as products
containing one or more active constituents (or the ac-

4

FIFRA implementing regulations of Title 40 of the Code of Federal
Regulations (40 CFR) Parts 150.189.

5

See, <https://chemicalwatch.com/102584/south-korea-approvesbiocides-law-and-chemical-act-amendments>
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tive constituents themselves) that are supplied to destroy, deter, render harmless, prevent the action of,
or otherwise exert a controlling effect on any harmful organism by chemical or biological means.

III. Examples of Multiple Use Substances
A multitude of chemical substances exist that have
more than one function due to their intrinsic properties, which has resulted in the development of products for a range of commercial uses. Depending on
the use (and the resulting exposure to humans and
environment), the regulatory requirements may differ. Some examples of such substances are given below.

1. Citric acid (CAS 77-92-9)
Naturally occurring in some fruit and vegetables especially citrus fruits, citric acid is a weak acid that is
manufactured in large quantities. Citric acid is an example of a substance with a vast number of useful
properties, which allows it to be used in a wide range
of industries. It is used in food and drink as a flavouring or a preservative. The substance is designated
with E number E 330 as an approved additive for human consumption in the EU via its Regulation on
Food Additives6. In the USA citric acid is listed in the
Code of Federal Regulations Title 21 as a direct food
substance affirmed as generally recognised as safe
(GRAS).
By contrast, it can also kill bacteria and mould
making it an effective biocidal disinfectant. Since citric acid is used in the EU as a biocidal active substance, the Biocidal Products Regulation applies
when the product is intended to be used in disinfec-

6

REGULATION (EC) No 1333/2008 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 16 December 2008 on food
additives.

7

REGULATION (EC) No 1223/2009 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 30 November 2009 on cosmetic products.

8

https://www.fda.gov/

9

REGULATION (EC) No 1107/2009 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 21 October 2009 concerning
the placing of plant protection products on the market and
repealing Council Directives 79/117/EEC and 91/414/EEC.

10 Betz, M. (2001): Antimikrobielle Wirksamkeit von Bleichmitteln und
Bleichsystemen.- Dissertation, Technische Universität München.

tants and algaecides. In the US, any claim of use as a
pesticide means it falls under FIFRA and requires
registration by the supplier. Citric acid is also useful
for cleaning by removing inanimate materials such
as soap scum and limescale. Other industries using
citric acid include cosmetics, pharmaceuticals and
agriculture. The use of citric acid in cosmetics for example means it must comply with the Cosmetics Regulation7 in the EU, with it being listed therein as a
preservative allowed in cosmetic products; and in the
US application of citric acid in personal care products is overseen by the Food and Drug Administration (FDA)8.

2. Copper (CAS 7440-50-8)
Copper is an essential micronutrient for all living tissues and is therefore necessary for normal growth of
plants and animals. It is used in the agricultural industry; in fertilisers to correct copper deficient soils
and in animal feeds for maintaining healthy livestock. Copper and its compounds are used as a biocidal active ingredient, for example in disinfection,
wood preservation and for the preservation of water
or other liquids used in cooling and processing systems. Copper compounds are also approved for plant
protection use, falling under the EU regulation9 for
such products.

3. Bleaching Systems / Oxidizer
Studies10 have shown that common bleaching systems used in detergents are bactericidal under laboratory and field conditions, have fungicidal and virucidal effects and thus under certain conditions contribute to hygienisation of the laundry in the low temperature range. Due to the oxidative effect of the
bleaching agents, not only are coloured organic compounds oxidized, but other organic compounds and
organisms, eg undesirable odorous substances, can
also be eliminated by this method. A further positive
side effect is the reaction of the bleaching agents with
microorganisms to possibly kill them.
Oxidative bleaching agents or bleaching systems
are an important component of many washing and
detergent formulations (eg powdered universal detergents, machine dishwashing liquid). In the cleaning process the bleaching agents have the task of re-
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moving coloured to permanently eliminate soiling
that cannot be removed by other formulation components.
During the bleaching process the chromophoric
groups are chemically oxidized in such a way that
due to the oxidative degradation of these compounds,
smaller molecules result, which are easier to wash
out. Depending on different washing habits globally,
two oxidative bleaching processes for laundry in private households is of importance: the ‘Active chlorine bleaching’ with inorganic active chlorine compounds such as sodium hypochlorite and the ‘Active
oxygen bleaching’ with active oxygen compounds.
Sodium hypochlorite (NaOCl, CAS 7681-52-9)
forms hypochlorous acid in water, which, due to its
high oxidation potential can cause a bleaching reaction. The active bleach hypochlorite solution consists
of hypochlorite anions (ClO-), chlorine (Cl2) and
hypochlorous acid (HOCl). Under European washing
conditions, hydrogen peroxide-based bleaching is the
dominant bleach. Because of its low stability, hydrogen peroxide is not used in detergents directly, but
mostly in the form of inorganic per-salts. For reasons
of safety, good storage stability and protection of
colours and fabrics, percarbonate as bleaching agent
in detergents has the largest commercial significance.
Please note that beside their use in detergents both
Hydrogen peroxide and Sodium hypochlorite are authorized as biocides (or their precursors) under EU
BPR. According to the ECHA website, the use of Sodium hypochlorite in non-biocidal applications under
REACH11 is in the volume band of up to 1 Mio tonnes
per year in non-intermediate applications. Among
many others, registered uses include:
– Industrial Use in Pulp & Paper
– Industrial & Professional Cleaning
– Industrial Use in Sewage & Cooling or Heating
Water
– Water Treatment Chemicals
– Industrial Use in Textile Treatment
– Consumer Use in Washing & Cleaning
– Consumer Use for Bleaching

The pulp and paper industry is one of the heaviest users of water, which is used in nearly every part
of the manufacturing process. Accumulation of scale
is a phenomenon that can occur in all pulp and paper making processes. This occurs even with the
purest water and state-of-the art water treatment.
The scale deposits can cause a number of operational
problems such as plugging of equipment, inefficient
usage of chemicals, increased utility costs, lost production due to downtime, and downgraded products
from increased dirt counts. Scale occurs when inorganic salts, such as calcium carbonate, calcium oxalate, calcium sulfate and barium sulfate, precipitate
from pulp/paper making process waters to form a
deposit on system surfaces12,13. Scale is defined as
hard mineral coatings and corrosion deposits made
up of solids and sediments that collect on or in distribution system piping, storage reservoirs and
household plumbing. Scaling, which is the deposition of mineral solids (including organics from use
of starches, glues, etc.) on the interior surfaces of water lines and containers, most often occurs when water containing carbonates or bicarbonates of calcium
and magnesium is heated. Scale that has accumulated from one type of component can form an excellent base for other scales to grow on. For example,
calcium carbonate scale on ‘black liquor evaporators’
in a paper mill is often comprised of other scales
such as sodium carbonate and burkeite (double salt
of sodium sulphate and sodium carbonate). Common scales are calcium carbonate (CaCO3), barium
sulphate (BaSO4), alumina (Al[OH]3) and Calcium
Oxalate (CaC2O4). Several mechanisms for scale formation have been hypothesized, but the main one is
based on exceeding solubility limits of the scale components. Thus, if we consider the formation of calcium carbonate or oxalate scale it can be deduced that
the scale formation follows a sequence of events. The
initiating step, called nucleation, involves adsorption of the scale components onto a surface. As the
concentration of ions in the bulk phase of the solu-

III. The ‘Deposit Control Case’ in the
Paper Industry

11 Regulation (EC) No 1907/2006 of the European Parliament and of
the Council of 18 December 2006 concerning the Registration,
Evaluation, Authorisation and Restriction of Chemicals (REACH).

The authors were involved in a review of an innovative deposit (scale) control technology to continuously assure clean paper machine systems.

12 Duggirala (2005): Formation of Calcium Carbonate Scale and
Control Strategies in Continuous Digesters.
13 Woodward & Stoner (2011): Deposit Analysis – Investigating
Microbial Problems in a Paper Machine Environment. In: PaperCon 2011, p. 2063-2064.
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tion increases, the adsorption process continues until ion clusters begin to form on the surface. The ion
clusters eventually grow to a critical size and become
stable enough to remain on the surface, usually at
imperfections or rough locations on the surface itself.
Once nucleation has occurred, the rate of scaling
is accelerated. Scale growth, also called crystallization, can propagate via two ways, namely, ion by
ion or nucleus by nucleus. Ion by ion growth occurs
as ion clusters continue to be adsorbed by the existing nuclei on the surface. Such a mechanism typically leads to formation of a smooth scale. In nucleus to
nucleus growth, nuclei are formed in the bulk phase
of the solution prior to their attachment to the surface nuclei. These nuclei are larger in size than ion
cluster and consequently build-up a rougher, imperfect scale on the surface. In addition, any crystals that
are formed in solution may also become entrapped
within the rapidly growing scale matrix resulting in
a mixed deposit scale. The inverse relationship of
temperature to solubility implies that areas of high
temperature are particularly prone to scale deposition. Temperature can also cause formation of noncrystalline scale because heat has a tendency to bake
deposits in place. Once baked in place, sludge deposits can be as troublesome as scale14.
The scaling process is controlled by four critical
parameters: cation concentration (eg, calcium), anion concentration (eg, carbonate), pH and temperature. The solubility product of the cation/anion product affects the precipitation of scale, pH of the bulk
solution determines the form of the various species
contributing to scale. For example, carbonate dissolves in acid solution and precipitates under an alkaline environment. Temperature displays a positive
correlation with the rate of nucleation.
In order to ensure a failure-free process in paper
mills and to prevent built-up of scaling, a complex
cleaning agent product has been invented, which includes scale inhibitors, dispersants, alkali and an oxidizing agent. This new cleaning agent product prevents the built-up of scale and keeps the inorganic
salts in suspension or solution. Sodium hypochlorite

14 Sitholé (2002): Scale deposit problems in pulp and paper mills.
15 The ATP test is a process of rapidly measuring actively growing
microorganisms through detection of adenosine triphosphate
(ATP).
16 Chemical Oxygen Demand.
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(CAS 7681-52-9) has proven to be the suitable oxidizing agent.
Between 2009 - 2013 a case study was conducted
to demonstrate the applicability and practicability of
the new cleaning system. A paper plant was selected
which had frequent paper sheet breaks. Deposits can
grow to a critical layer thickness, until they peel off
and form holes, spots and paper breaks. A brominebased biocide (BCDMH, CAS 16079-88-2) was dosed
to prevent deposits caused by filamentous bacteria,
with the result that they no longer occurred. The ATP
results15 and the bacterial counts lead to the conclusion, that microbiological treatment was sufficient.
However, the new monitoring system could clearly
identify that special paper grades lead to increased
deposit (scale) forming, for instance due to increased
starch and sizing agent (eg Alkenyl Succinic Anhydride) use; and that the microbiology is not the route
cause but that high starch and sizing concentrations
applied caused the deposit problems. After the application of the new cleaning system (in addition to
BCDMH), the following results could be shown:
– Increased removal of existing deposits occurred;
– Number of sheet brakes decreased dramatically
from 45 to 15 per month;
– No more deposits found in head boxes;
– No impact on water sewage plant occurred;
– Treatment costs below the former treatment concept;
– No boil-outs required anymore;
– New cleaning system forms a very small amount
of COD16.
The ingredients of the cleaning system include additives used as hardness stabilizers, wetting agents, oxidizer, surfactants and crust inhibitors.
The use of this new cleaning technology is neither
marketed or presented as a biocidal product nor is
the mixture a ‘classical’ active biocide ingredient formulation. Merely, the component ‘sodium hypochlorite’ (NaOCl) has in certain applications a biocidal
function, as well as other uses and applications (eg
bleaching agent, anti-scaling agent, functional fluid,
oxidizing/reducing agent, plasticizers, processing
aid, solvent) such as in the present case as an antiscaling agent. When dissolved in water it is commonly known as a bleaching or liquid bleaching agent.
Sodium hypochlorite is practically and chemically
distinct from chlorine. It is a compound that can be
effectively used for water purification. It is used for
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bleaching, odour removal and water disinfection (a
biocidal use). Due to its strong oxidizing capacity,
Sodium hypochlorite has scale removal properties.
The use of Hypochlorites as anti-scaling agents or
scale removers is commonly described in literature.17, 18, 19, 20
When sodium hypochlorite is dissolved in water,
the resulting solution is quite basic due to the production of OH– ions by the following reaction: NaOCl (s) + H2O(l) → HOCl (aq)+NaOH (aq). If the pH
of the water is too low (pH < 6.0), chlorine will escape as a gas, decreasing the anti-scaling effectiveness and increasing equipment corrosion. If chlorine
is added to an alkaline water (pH > 8.5), the amount
of hypochlorous acid formed will greatly be reduced,
and the water will not be disinfected. Since different
amounts of hypochlorous acid are present in the solution as a function of the pH value, the disinfection
result is better in the weakly acidic pH range than in
the alkaline range, which has been confirmed in numerous investigations (WALLHÄUßER, 199521;
COTTER et al., 198522; DEATH and COATES, 197923;
TRUEMAN, 197124]. Thus, the effectiveness of sodium hypochlorite, as either a disinfectant or an antiscaling agent, is strongly dependent not only on the
concentration, but also on the pH value. The pH dependency of NaClO is described in detail in the literature, eg in MORRIS J.C., 1966.25
NaOCl is also used in dentistry. While the substance has antimicrobial activity in the pH range of
6.0-7.5, dead tissue is destroyed predominantly in the
region of higher pH values (>7.5), ie organic impurities are removed (Mercade et al.26). The study con-

cludes that Bactericidal activity of NaOCl solution is
enhanced by weak acidification at pH 6.5. On balance, Sodium Hypochlorite’s efficacy as a disinfectant works best at pH ranges of 6.0 - 7.0 and not at
the typical alkaline papermaking pH value. The use
of NaOCl in the newly developed cleaning system
takes place at a pH levels which are much too high
for anti-microbial use. As a result, if operating at pH
values >7.5, NaOCl is not efficiently working as a microbial disinfectant (biocide) and therefore too high
doses would be required to deploy a biocidal efficacy. However, use in excess would result in higher release of available chlorine and thus, an increase of
corrosion of the equipment.27, 28, 29
Moreover, disproportionate use of NaOCl results
in significant increase of AOX30 values in the water
due to reaction of the chlorine with organic matters,
giving rise to organic chlorine compounds such as
AOX (halogenated organic compounds absorbable
on activated carbon), which are toxic for aquatic organisms and are persistent environmental contaminants.31,32,33
Chemically, bromine is closely related to chlorine
as they are both halogens and next to each other in
the periodic table. As a result, bromine can be used
as an alternative disinfectant to chlorine, however
there are some key differences. Compared to chlorine, bromine is more stable at high temperatures
and a more effective sanitizer at higher pH levels. For
example, at a pH of 8 just over 20% of chlorine is
available as hypochlorous acid whereas more than
80% of bromine is available as hypobromous acid.
Furthermore, in environments where ammonia is

17 US Patent No. US6291411 B1

26 Mercade M, Duran-Sindreu F, Kuttler S, Roig M, Durany N:
Antimicrobial efficacy of 4.2% sodium hypochlorite adjusted to
pH 12, 7.5, and 6.5 in infected human root canals, Oral Surgralmedical Pathol Oral Radiol Endod 2009, 1 07: 295-298

18 Willmott & McCarthy (2001): TPM - A Route to World Class
Performance.
19 US Patent No. US20050187120 A1
20 US Patent No. US7410938 B2
21 Praxis der Sterilisation, Antiseptik und Konservierung: Qualitätssicherung der Hygiene in Industrie, Pharmazie und Medizin.
22 Cotter JL, Fader RC, Lilley C, Herndon DN (1985) Chemical
parameters, antimicrobial activities, and tissue toxicity of 0.1 and
0.5% sodium hypochlorite solutions. Antimicrob Agents
Chemother 28:118–122.
23 Effect of pH on sporicidal and microbicidal activity of buffered
mixtures of alcohol and sodium hypochlorite. In: J Clin Pathol.
1979 Feb;32(2):148-52.
24 Russell & Ditchett (2006): Encyclopedia of Environmental Science
and Engineering, 5th Edition, Disinfection, 2006, 224 -243.
25 The Acid Ionization Constant of HOCl from 5 to 35°C. In: J. Phys.
Chem, 70, 3798.

27 Memarzadeh (2005): Stainless Steel Trap Corrosion.
28 Arthur H. Tuthill et al. (1998): Effect of Chlorine on Common
Materials in Fresh Water.
29 Cantor et al. (2000): THE EFFECT OF CHLORINE ON CORROSION IN DRINKING WATER SYSTEMS.
30 AOX = Absorbable Organic Halogens
31 Scientific Committee on Health and Environmental Risks (2008):
Risk Assessment Report on Sodium Hypochlorite Environmental
Part.
32 Emmanuel. Al. (2004): Toxicological effects of disinfections
using sodium hypochlorite on aquatic organisms and its contribution to AOX formation in hospital wastewater. In: Environment
International 30 (2004) 891– 900.
33 EU Risk Assessment Report – Sodium Hypochlorite, 2009.
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present, bromine will continue to provide disinfection even after it reacts with ammonia to form bromamines, since bromamines are unstable and will
revert to hypobromous acid. For these reasons
bromine is effective for applications such as microbiological control in cooling towers with pH in the
7.5 to 9.0 region. Therefore, biocides/disinfectants of
choice at pH levels >7 are bromine compounds, since
they have a 4-5 times higher efficiency compared to
NaOCl.34 Bromine is also more biocidal at higher pHvalues than chlorine, because HOBr ionizes to a lesser degree than HOCl. When the pH value is between
7 and 8.5 dibromoamine (CAS 14519-03-0) is the most
common form of bromine used. Dibromoamine is almost as effective as free chlorine in killing microorganisms. Dibromoamine is very active and usually
dissociates quickly into bromide ions. Because of this,
no bromine remains in the water. The most important bromide substances used as a biocide are sodium bromide (in situ activated with HOCl) and
BCDMH.
The EU’s Manual of Decision on Biocidal Products35 states an example under Chapter 2.6. In case
the concentration of a substance (with biocidal and
cleaning properties) is low, it should be considered
as an additive with primary cleaning function, the
secondary function is the anti-microbial activity.

IV. Conclusions
Cleaning products used solely for cleaning without
any biocidal intention and biocidal claim are not considered to fall under the scope of the BPR. For clean-

34 See, <https://iccontrols.com/bromine-chemistry-for-disinfection/>
35 MANUAL OF DECISIONS FOR IMPLEMENTATION OF DIRECTIVE 98/8/EC CONCERNING THE PLACING ON THE MARKET
OF BIOCIDAL PRODUCTS (Last modified: 21.12.2011). Please
note that this document has been withdrawn in 2015 but is still
used as a reference document and available on the EU Commission website: see, <https://circabc.europa.eu/faces/jsp/extension/wai/navigation/container.jsp>
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ing agents, which have intrinsic properties required
for the primary use as an oxidizer, but having as well
a secondary microbial effect – the primary effect is
relevant.
Moreover, biocidal products need to have sufficient antimicrobial activity, otherwise they will not
be authorized as biocidal products due to lack of efficacy.
Additionally, biocidal products are characterized
by the fact that they are used in typical formulations.
Sodium Hypochlorite’s efficacy as a disinfectant
works best at pH ranges of 6.0 - 7.0 and not at the
typical alkaline papermaking pH value. Therefore,
an additional biocide (eg bromine-based) needs to be
used to control microbial growth. The formulation
of the cleaning agent does not display a typical biocidal product mixture nor is the product claimed as
a biocide, rather is advertised and labelled as a cleaning agent product.
On balance and according to our assessment, this
cleaning agent system is not considered to be a biocidal product.
However, the use of the components included in
the cleaning agent product needs to comply with
REACH requirements if marketed in the EU. Therefore, all uses of this cleaning agent (eg in pulp & paper production) needs to be covered by the Chemical Safety Assessment and included in the Chemical
Safety Report – in case the substances are classified
(eg Sodium hypochlorite). The formulator of the
cleaning agent system also needs to source REACH
registered substances, if no own registration is available and substances are not exempt.
Finally, the cleaning agent product must be notified according to Article 9 of the European Regulation on Detergents. The requirements have been implemented into national legislation, which partly
specifies these requirements in more detail. For example, Article 10 of the German Detergent and Cleaning Agents Act (Wasch- und Reinigungsmittelgesetz)
stipulates notification obligations for detergents and
cleaning products that are not classified as hazardous.
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Reports
KKDIK Pre-Registration Deadline on the Doorstep
Yaprak Yüzak Küçükvar*

I. Introduction
Turkey transposed the EU REACH Regulation1 within the framework of harmonization of European
Union acquis. Turkish regulation known as KKDIK2,
same acronym than REACH in Turkish language,
was published on June 2017 and entered into force
in December 2017. Several ministries in Turkey are
closely following EU regulations for several sectors
not only chemicals but also regulations relating to
product groups such as fertilizers, pharmaceuticals,
medical devices and electrical, electronical products.
However, recent developments in the EU and global changes in chemical management strategies have
pushed Turkey to speed up the harmonization
process for chemicals in order to improve the conditions of trade between the EU and Turkey. Turkey
being a member of G20 and having a Customs Union
with the EU had to rapidly upgrade its regulatory
regime to protect human health and the environment to meet the requirements of EU Member
States. KKDIK replaced CICR, the former chemicals
inventory regulation3 which was actually an exercise
in preparation for a more complex regulation.
KKDIK affects all manufacturers in Turkey and importers placing substances, mixtures and articles on
the Turkish market. KKDIK does not only directly
influence Turkish manufacturers but also impacts
manufacturers located outside of Turkey with interest in the Turkish market. The non-Turkish manufacturers placing chemicals on the market may prefer to put the compliance burden on their Turkish
subsidiaries’ shoulders or go through the process of
appointing an ‘Only Representative’ according to Article 9 of KKDIK. The heavy regulatory workload
means that non-Turkish manufacturers must be
meticulous when selecting a local Only Representative.

II. KKDIK Pre-Registration Phase Ends
by the End of 2020
According to Article 7 of KKDIK, any manufacturer
or importer of a substance, either on its own or in a
mixture in quantities of one ton or above per year
must submit a registration dossier to the Ministry of
Environment and Urbanisation (MoEU) which is responsible for the implementation of KKDIK. The
MoEU’s online Chemicals Registration System
(KKS) is used for pre-registrations and future registration dossier submissions. KKS has already been
used by companies for Turkish CLP; By-Law on Classification, Labelling and packaging of hazardous
substances and mixtures (SEA)4 notifications since
2013.
In order to register a substance, all potential registrants must submit information on the identity of the
substance and its role in their supply chain to the
MoEU through KKS by the 31 December 2020. Although this process is similar to the pre-registration
performed in ECHA REACH-IT system, the term ‘joining pre-SIEF’ is often used in KKDIK guidance docu-
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Regulation (EC) No 1907/2006 of the European Parliament and of
the Council of 18 December 2006 concerning the Registration,
Authorisation and Restriction of Chemicals(REACH), establishing
a European Chemicals Agency, amending Directive 1999/45/EC
and repealing Council Regulation (EEC) No 793/93 and Commission Regulation (EC). No 1488/94 as well as Council Directive
76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC,
93/105/EC and 2000/21/EC [2006] OJ L 396/1

2

Kimyasalların Kaydı, Değerlendirilmesi, İzni ve Kısıtlaması
Hakkında Yönetmelik [2017] Turkish Official Gazette No 30105
(Mükerrer).

3

Kimyasalların Envanteri ve Kontrolü Hakkında Yönetmelik [2008]
Turkish Official Gazette No 27092 (Mükerrer.)

4
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Ambalajlanması Hakkında Yönetmelik [2013] Turkish Official
Gazette No 28848 (Mükerrer)
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ments5. However, the term pre-registration is mostly
used in this paper to facilitate better understanding.

2) Agree classification and labelling where there is a
difference in the classification and labelling of the
substance between potential registrants

1. Obligations for Substances Placed on
the Market after 2020

MBDF enables all potential registrants and data holders to interact and prepare for registration. Manufacturers, importers and Only Representatives have to
pre-register and join ön-MBDF (pre-SIEF) for joint
registration of their substances through KKS. Companies joining ön-MBDF can reach potential registrants’ contact information through KKS. The MoEU
urges manufacturers, importers and only representatives interested in the registration of the same substance to start communications for data and cost sharing negotiations required for registration. The ECHA
‘Guidance on Data Sharing’ was translated into Turkish language with adaptations to the current Turkish
laws and the main principles in data sharing7 are
identical with those of the EU.
‘SIEF Facilitator’ function do not exist in KKS yet
and any company willing to initiate a communication can send an e-mail to potential registrants. There
have been few communications made this year.

The MoEU6 had recently announced that pre-registrations will remain open after the deadline for substances put on the market for the very first time after the deadline of 31st December 2020. Besides this
exception it is strongly recommended to complete
pre-registrations until the deadline, 31/12/2020, for
effective functioning of the joint registration process
and also to be on the safe side if it is anticipated that
the annual substance volume may reach or exceed 1
ton threshold anytime.
As in EU REACH, Inquiry Process shall be the procedure to follow for companies placing chemicals on
the Turkish market for the first time after 31 December 2023 which is the ultimate deadline for registration.

2. Becoming a SIEF (MBDF) Member
III. Draft KKDIK Fees
All potential registrants, importers or downstream
users, third parties who have submitted information
on substances to MoEU’s Chemicals Registration System, KKS, do automatically join the corresponding
Substance Information Exchange Forum; MBDF. The
aim of each MBDF is clearly explained in KKDIK Article 25(2);
1) Facilitate for the purpose of registration, the exchange of the information between potential registrants, thereby avoiding duplication of studies;
and

5

For MoEU Guidance Documents see
<https://cygm.csb.gov.tr/kimyasallar-yonetimi-dairesi-baskanligii-87372> accessed 03 November 2020.

6

For MoEU Announcement see <https://kimyasallar.csb.gov.tr/kayit-sureci-yaklasiyor/331> accessed 03 November 2020.

7

MoEU Guidance for Data Sharing (2017) <http://webdosya.csb.gov.tr/db/cygm/icerikler/veri-paylasim-rehberi-20180731110208.docx> accessed 03 November 2020.

8

Kimyasalların Kaydı, Değerlendirilmesi, İzni ve Kısıtlaması
Hakkında Yönetmelik [2017] Turkish Official Gazette No 30105
(Mükerrer).

9

For MoEU Fees List Announcement see <https://kimyasallar.csb.gov.tr/taslak-kkdik-ucretleri/333> accessed 03 November
2020.

The following procedures are subject to payment according to KKDIK8: (Article 59)
• Registration
• Registration update
• Confidentiality request for information
• Process and Product Orientated R&D (PPORD) notifications
• Authorization application
• Review of Authorizations
A Draft KKDIK Fees List9 has been published that
includes the fees for registration, registration update,
non-public access information request, and process
and product orientated R&D (PPORD) notifications.
It is stated that the final KKDIK Fee list will be published in early 2021. Since the authorization provisions will enter into force on 31/12/2023, fees for the
authorization process will be determined at a later
stage.
Manufacturers in Turkey placing chemicals on the
EU/EEA market have already registered the substances according to the obligations of EU REACH
Regulation and paid their ECHA fees as well as Letter of Access fees to have the right to refer to the
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REACH data in their dossiers. Turkish KKDIK Registrations of the same substances compliant with the
EU REACH Regulation, will be submitted to MoEU
separately with a dossier prepared online in Turkish
language. MoEU registration fees will need to be
paid in accordance with KKDIK after submission of
the dossier. There has been quite a lot of discussions
for the last few years within and outside of Turkey
about this duplicate effort needed for the dossier
preparation and associated cost. Therefore, considering the economic conditions the industry is facing
in Turkey as a result of the pandemic, MoEU has
drafted fees with massive reductions from the initially anticipated numbers which would be identical
with the ECHA fee figures but in Turkish currency. The other purpose of the reduced fee structure
drafted is to support the companies under difficult
conditions resulting from Covid 19 pandemic. Special reduced fees are defined for SMEs in the Draft
KKDIK Fees List. There is a significant cost advantage for companies that will perform joint submission in line with the EU’s approach for REACH registration fees. The lowest fee is determined as 50
Turkish Lira for joint registration of a substance in
1-10 tonnage band for micro sized enterprises. The
highest figure is 15000 Turkish Lira for single submission of a substance of over 1000 tonnes for a large
enterprise. Draft KKDIK Fee Structure can be accessed from MoEU website.10

IV. Latest Figures from MoEU
The KKS is under re-construction and improvements
of the system are implemented via an IPA11 (Instrument for pre-accession assistance) project co-financed by the EU and Turkish government. The
project started in November 2019 and will last for
two years. It is foreseen that the upgraded KKS will
be in line with the latest version of IUCLID, and will
be online before the end of 2020 while developments
continue. Integration of a chemical safety assessment
tool similar to Chesar and introduction of other user
friendly functionalities to KKS are also part of the
improvements planned for KKS under the IPA
project. The MoEU officials recently stated unofficially that 95.000 pre-SIEFs were sent to the MoEU
via KKS for above 15.000 substances. The numbers
are expected to increase by the end of the year with
last minute pre-registrations.
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V. Use of REACH Data
All chemicals placed on the Turkish market shall be
registered by 31 December 2023, according to KKDIK.
Although a three-year registration time frame starting in January 2021 worries some companies, it is
without doubt that the required data for most of the
substances have already been compiled in EU
REACH registration lead dossiers. If the substance is
not registered for EU REACH, then a data gap analysis needs to be done and required tests must be completed to compile the KKDIK Registration dossier.
The information requirements which are listed in
KKDIK Annexes 7 to 10 for different tonnage bands
are identical with EU REACH Regulation. MoEU also translated most of ECHA’s guidance documents
into Turkish, including guidance on data sharing12.
Initial discussions for the use of existing data sets for
KKDIK Registrations have already started and encouraged by the members at some EU consortia. The
aim is to avoid additional testing for regulatory compliance in other regions and make use of the available data by providing a Letter of Access for registrants in Turkey. This has already been practiced under the consortia for other global regulations, notably
under K-REACH.
As no agreement has been reached between the
Turkish government and the European Commission
regarding REACH data and the duplication of costs
associated with the rights to use it in Turkey, this remains the major compliance cost and a workload for
potential registrants to create the similar dossiers in
Turkish. Entry of information in KKS is requested in
Turkish language including study summaries. However, additional test reports can apparently be submitted in English according to non-official verbal
statements of MoEU officials. Thus, this issue still
needs an official confirmation
Some consortia have already calculated the cost of
rights to use the REACH datasets for KKDIK compli-

10 For MoEU Fees List Announcement see <https://kimyasallar.csb.gov.tr/taslak-kkdik-ucretleri/333> accessed 03 November
2020.
11 MoEU Project Opening (2020) see <https://kimyasallar.csb.gov.tr/kimyasal-guvenlik-degerlendirmesi-projeninac%C4%B1l%C4%B1s-semineri/314> accessed 03 November
2020.
12 MoEU Guidance for Data Sharing (2017) <http://webdosya.csb.gov.tr/db/cygm/icerikler/veri-paylasim-rehberi-20180731110208.docx> accessed 03 November 2020.
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ance while many are working to determine a methodology for data transfer between EU registrants and
potential Turkish registrants, with the legal and practical issues to be managed accordingly. The benefits
of establishing a Turkish consortium or managing
the process through the MBDF as experienced in
REACH is being discussed by potential Turkish registrants and global manufacturers through their ORs
or Turkish subsidiaries.

VI. Conclusion
MoEU has shown a continuous effort to harmonise
Turkish chemicals regulations with the EU since 2008
but there is still a transitional period until all chemicals in the Turkish market are completely registered
and in line with the EU REACH Regulation. The
Amendment to Turkish By-Law on Classification, La-
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belling and packaging of hazardous substances and
mixtures (SEA) including the 13th ATP of EU CLP is
expected to be published before the end of 2020. Other developments in the EU such as EU Chemicals
Strategy for sustainability and regulations like EU
PIC and POPs are closely followed and harmonisation efforts continue.
No data no market principle applies in Turkey after 2023 when all substances in the market will be
KKDIK registered. Finally, one registration dossier
for one substance approach is encouraged and highly supported by the reduced MoEU registration fees
for joint submission of dossier.
The pre-registration phase of KKDIK forces all
manufacturers and importers to create their inventory for Turkey very carefully. If Turkey is an important market for non-Turkish manufacturers, some
obligations need to be met via an Only Representative or a Turkish subsidiary.
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Status of Cosmetics Regulations in Korea
Doris Peters and Jae-Seong Choi*

I. The Cosmetic Market in South Korea
South Korea ranks amongst the top ten cosmetics
markets in the world and represents about 2.8 percent of the global market1. Korea is considered as
global center of innovations in cosmetics – “K-Beauty” is on the rise. South Korean products impress
through their effectiveness, packaging and sensory
appeal and by thus, inspire Western brands. Cosmetics in South Korea are defined as products applied or sprayed onto the human body in order to
clean, beautify, change, brighten, maintain or promote the health of skin and hair. The South Korean
Cosmetic market is valued about 10bn USD today
with an estimated CAGR of 4.95% during
2017-20302.
In order to contribute to improving national
health and developing the cosmetics industry, the
South Korean government issued the overarching
regulation for cosmetics known as the Cosmetics
Act3 (Act No. 17250) in 2000. The legislation provides measures for the manufacture, import and sale
of cosmetics and cosmetic ingredients including detailed requirements for the labeling and advertising
of products and has lately been revised in April
2020.

II. The Cosmetics Legislation before
April 2020
Cosmetics were managed as a part of the Pharmaceutical Affairs Act before the Cosmetics Act was introduced in 2000. Since then, regulations on cosmetic
products and raw materials are legislated and managed by the Ministry of Food and Drug Safety
(“MFDS”). The new law was adopted to improve the
competitiveness of the domestic cosmetic industry
and to keep pace with international regulatory
trends. The Cosmetics Act has gone through various
changes, such as subdividing related regulations,
adopting Cosmetics Good Manufacturing Practice
(cGMP) standards for cosmetics and preparing certification standards for Natural and Organic Cosmetics.

The legislative text mainly outlines the legal obligations specifically for importers of cosmetics to help
non-Korean manufacturers exporting their products
to South Korea. The obligations depend on the type
and category of the cosmetic product.

1. Categories of cosmetic products
According to the Cosmetics Act, cosmetic products
are categorized into “functional cosmetics” and “general cosmetics”. Unlike “general cosmetics”, where
manufacturers or importers are permitted to market
their products without registration but are subject to
post-market monitoring, for products corresponding
to the “functional cosmetics” it is obligatory to undergo a registration process related to their safety, efficacy and function by the MFDS before market
launch. Further, functional cosmetics are subdivided
into categories depending on the purpose of use, such
as infants, baths, fragrances, washing and dyeing; accordingly the requirements are different.
Functional cosmetics should not be confused with
consumer goods such as quasi-drugs (e.g. sanitary
napkins, hand sanitizer, antiseptics, toothpaste and
mouth refreshers, etc.) which are controlled under
the Pharmaceutical Affairs Act and are subject to different registration obligations. Importers should stay
updated for the latest regulations and categorization
on consumer goods and functional cosmetics in place
prior to imports to comply with the current applicable law in South Korea and avoid unnecessary actions.
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Table 1: Categories of Functional Cosmetics
Application area

Categories

Remarks

Skin

Skin whitening

by preventing or fading melanin pigmentation

Anti-wrinkle
Tanning
UV protecting
Alleviating acne

Rinse-off only

Alleviating atopic skin
Stretch mark thinning
Hair

Dyeing (incl. bleaching)

excl. temporary hair dyes

Hair removing

excl. physical hair removing

Alleviating alopecia

excl. physical hair thickening (i.e. coating)

2. Legal requirements of importing
cosmetics
Overall, the legal obligations to manufacture, import,
distribute or sell cosmetic products have been simplified since the Cosmetics Act has been firstly established in order to secure the market fluidity and competitiveness. However, authorities have increased
safety examinations of products and raw materials
to the benefit of the public health. The responsibilities on quality management and safety communication need to be strictly followed by each authorized
actor in the supply chain. For example, importers
should conduct product quality self-inspection of imported cosmetics and must not put any products containing any prohibited ingredients on the Korean
market. In case of any violation observed, MFDS is
able to recall the products by a public announcement
with immediate effect, which would seriously impact
the future business and reputation of not only the
domestic distributor, but also of the manufacturer
himself.

a. Import procedure
Figure 1 below demonstrates the overall procedure
of importing functional cosmetics under the Cosmetics Act from business registration to labelling and
market distribution.
b. Business registration
Any person or enterprise who intends to manufacture, import or sell cosmetics in Korea should register a cosmetic business first, differentiating between
the following:
• Manufacturing business
• Responsible cosmetic distribution business
• Custom cosmetics sales business
When importing cosmetics, the importer should be
registered as the “responsible cosmetic distributor”
(the so called “Marketing Authorization Holder
(MAH)”) who observes the duties on importing cosmetics under the Cosmetics Act. It is important to
verify that the importer is properly authorized ac-
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– Certificate of Manufacturing
– TSE7 (and/or BSE8) related documents

Figure 1: Import Process of Functional Cosmetics in
Korea

cording to the business registration. The non-Korean manufacturer needs to provide the required documentation to the importer to comply with the obligations when importing cosmetic products under the
Korean law.
c. Registration of Functional Cosmetics
As described in Chapter II.1., functional cosmetics are
subject to a product registration by MFDS to get an
approval letter before manufacturing or importing into Korea. The dossiers are evaluated to prove the safety and efficacy and to verify the quality management
according to the testing standards specified in KFCC4
(Korean Functional Cosmetics Codex). Registration
dossiers have to be submitted in Korean language.
Some of the dossier requirements can be exempted under designated conditions as specified in Annex 4 of the “Standard of Functional Cosmetics Evaluation (MFDS public notification No. 2019-47)”, e.g.
origin and development background information
and clinical and efficacy study data are exempted
when a functional product contains only ingredients
listed already in this standard.
d. Customs clearance
After approval of the registration of the functional
cosmetics, customs clearance is required after the
physical import of the product into Korea. The import notification should be submitted to KPTA5 to
initiate a customs clearance procedure with the following requirements:
– Standard customs clearance report (submitted by
importer in EDI6 format)

An approval letter of the product registration from
MFDS is additionally required to process the functional cosmetic. After customs clearance, generally
the products are stored in a warehouse until the quality inspection is completed and the approval letter is
issued.
The overall process of customs clearance for raw
materials is similar to finished products. When a single raw material is imported, the INCI9 name replaces
the product name in the documentation. For bulkmixtures (mix of different raw materials), it is sufficient to file one report for the mixture. The ICNI
name of each ingredient should be indicated at the
product name sector and the Harmonized System
Code (HS Code) of its derived finished cosmetic product should apply instead of the raw materials code.
Raw materials, including bulk-mixtures, do not require a business registration as importer under the
Cosmetics Act in Korea. Any company can import
raw materials and resell it to registered manufacturers, after the self-inspection on raw material has been
conducted.
e. Product quality inspection
Testing methods or frequency of the product quality
inspection is not mandated under the Cosmetics Act,
but the importer, as MAH, needs to conduct a self-inspection of the product ensuring the characteristics
fulfil the safety standard obligation of the Cosmetics
Act respecting the negative list of ingredients and criteria of the testing values. For functional cosmetics,
different testing parameters have to be verified per
category according to the KFCC standards. In case
the manufacturer is cGMP certified or fulfills the Korean cGMP condition via a site-inspection by the Korean authorities, the importer’s obligation on quality inspection can be exempted. If the importer does

4

Korean Functional Cosmetics Codex (MFDS public notice No.
2018-111)

5

Korea Pharmaceutical Traders Association <http://www.kpta.or.kr/eng/main/main.asp>, accessed October 24 2020

6

Electronic Data Interchange method

7

Transmissible Spongiform Encephalopathy

8

Bovine Spongiform Encephalopathy

9

International Nomenclature Cosmetic Ingredient (INCI)
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Table 2: Dossier Requirements for Functional Cosmetic Registration
Categories

Required information

Clinical & Efficacy information

Origin & development background

Testing method and standards

Remarks

Clinical & Efficacy related study data

Can be exempted when ingredients are
listeda

Evidence on SPFb, PAc valuation

For SPF products only

Test items, validation on testing
method

a

Standards for Evaluation Dossiers of Functional Cosmetics (MFDS public notice No. 2019-47) - [Annex 4] Types of functional
cosmetics and maximum limit of ingredients for data submission exemption

b

Sun Protection Factor

c

Protection Factor of UVA

not have the ability to conduct the tests himself, he
can outsource the task to designated laboratories or
institutes.
f. Labelling
The final step to be accomplished before selling the
cosmetic products on the Korean market is the labeling of the products. As a matter of course, labels are
already attached to the imported cosmetics in the language according to the relevant regulations depending on manufacturers’ location. Labels in Korean language need to be additionally attached to each final
product for Korean consumers to easily check the information on the labels in their local language. The
Korean importer needs to indicate its coordinates
(name, address, etc.) and furthermore, the label
should specify the manufacturing batch number (Lot
number) in connection with the result of the product quality inspection after import.

3. Cosmetic GMP (cGMP)
In Korea, cGMP was initially introduced in 1990 under the Pharmaceutical Affairs Act, but was not actively transcribed due to the limited benefits to the
industry. For manufacturing sites managing their fa-

10 International Organization for Standardization, ISO 22716:2007
Cosmetics – Good Manufacturing Practices (GMP) – Guidelines
on Good Manufacturing Practices

cilities well and in compliance with international
GMP standards, the quality inspection obligation in
Korea in addition were without appropriate benefits
to maintain the cGMP certification in Korea, but impeded the international competitiveness of domestic
cosmetic manufacturers. After years of continuous
requests from the industry for changes to the cGMP
obligations, the MFDS launched a revision of the existing cGMP regulation in 2009 not only to better
manage the quality of cosmetics manufacturing, but
also to enhance the global competitiveness of domestic companies. Today, the standard criteria of cGMP
are comparable to ISO 2271610, the international
standard with broader criteria for cosmetics manufacturing.
For importers, the product quality inspections can
be exempted by inspecting the overseas manufacturer’s facilities by authorities applying the Korean
cGMP standard criteria during a site-inspection.
Since the revised cGMP standard has much in common with international standards such as the EU
cGMP or ISO 22716, cGMP-certified EU manufacturers meet the Korean standards and by thus, have an
easier market access and better competitiveness in
the Korean market.

4. Certification of Natural and Organic
Cosmetics
Apart from the categorization by the function or purpose of use, both general and functional cosmetics
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Table 3: Label Requirements per Contents
Weight/Volume
Contents weight (or
volume)

Label requirements

10g (or ml) and less

Product name
Importer company name
Lot number
Expiry date
Retail pricea

11 – 50g (or ml)

In addition to above requirements:
Importer’s company address &
contact info
Country of origin
Manufacturer company name &
addressb
Net content weight/volumeb
Ingredients listed with max. limitb
Cautions for useb
Barcodeb
Separate discharge markc

More than 50g (or ml)

In addition to above requirements:
Full ingredientsb

a

Marked by final seller, if a secondary packaging exists, the
retail price on the primary packaging can be omitted

b

If a secondary packaging exists, the items on the primary packaging can be omitted

c

Separate discharge mark can be omitted if contents weight (or
volume) is less than 30g (ml)

can be labeled as Natural Cosmetic and Organic Cosmetic depending on the ingredients. According to the
Cosmetics Act, a Natural Cosmetic is defined as a cosmetic product containing 95% or more of natural ingredients or ingredients derived from natural
sources. And among the criteria of the Natural cosmetics, the Organic Cosmetics are specifically defined when cosmetic products contain 10% or more
of organic ingredients.
As consumers interest in ingredients used in cosmetics increases, demand for cosmetics using organic or natural ingredients also increases. However, inappropriate advertisings and the use of unverified
ingredients could cause concerns for the consumer
safety, and called for the establishment of appropriate standards and a certification system for Organic
and Natural Cosmetics. The certification system for
Organic Cosmetics in Korea was first enacted in 2015
as the “Regulations on the Standards of Organic Cosmetics (MFDS public notice No. 2014-200)”, with a

2|2020

positive list of organic ingredients and the standards
on manufacturing processes and facilities. The regulation met the consumer’s safety demand for organic cosmetics by allowing label advertisements only
for products that have been certified by MFDS. As of
July 2019, the regulation was revised as “Regulation
on the Standards of Natural Cosmetics and Organic
Cosmetics (MFDS public notice No. 2019-66)” including the definition of Natural Cosmetics as broader
criteria than only Organic Cosmetics and updating
the ingredients standard and certification category.
As in 2020 the grace-period11 of the organic cosmetics certification mark applied to product labels under the former regulation ended, suppliers need to
check for updates to their product labels effective
2021.

III. Changes in the Cosmetics
Legislation revision April 2020
As mentioned in the previous sections, major
changes of the revision of the Cosmetics Act in April
2020 have been implemented to the relief of obligations to the market players. This has drawn attention
not only to domestic companies, but also the nonKorean manufacturers who intend to export their
products. For the most part the revised legislation
aims to improve the safety of consumers further.
Changes apply to the “customized cosmetic” business
together with other updates such as changes in safety standards and new obligations on labeling requirements.

1. Introduction of Customized Cosmetics
system
A Customized Cosmetic is a cosmetic product that
can be customized based on personal preferences or
skin type by a certified “customized cosmetics technical manager” at a retail store.
The implementation of the Customized Cosmetics system is of the highest interest in the Korean
market in 2020. Previously, the Cosmetics Act pro-

11 Regulations on the Standards of Natural Cosmetics and Organic
Cosmetics (MFDS public notice No. 2019-66) – Supplementary
provision Article 2 (Transitional measures related to labeling of
organic cosmetics)
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hibited mixing or dividing cosmetics into small proportions at retail stores while the demand on diverse
options for customized products and personalized
services increased. Thus, a new legislation was required to fulfil the consumer’s demand while controlling and securing safety. According to the revised
Cosmetics Act, a certified “customized cosmetics
technical manager” can now legally subdivide or mix
ingredients of cosmetic products. A registration of
the Customized Cosmetics business is mandatory to
operate a store with certified personnel.
The Customized Cosmetics system constitutes a
big change in the Korean cosmetic market as not only companies directly related to cosmetic products,
but also skin care professionals and beauty salons
have an interest in this business. In addition, 3D technologies, AI and biotechnologies are also expected to
be combined with this business area to develop the
market further.

2. Updated safety standard
With the latest revision of the Cosmetics Act, the safety standard regulation12 in form of a negative list of
ingredients prohibited or restricted for use, has also
been revised. For instance, Tagetes erecta, Tagetes
minuta and Tagetes patula flower extracts and oils,
which had been widely used as fragrance ingredients
in many fragrances, are newly controlled under the
Korean regulation. Specifically, Tagetes erecta flower
extract and oil, which is already prohibited in the EU
cosmetics market, is included in the negative list. Further, Tagetes minuta extract and oil and Tagetes patula extract and oil are also listed as restricted to use
with the same concentration limit as in EU (0.1% in
rinse-off products and 0.01% in leave-on products)
so that the ingredients are commonly controlled by
international standards. MFDS modified the regulation to adopt these changes in the revision of the Act.

12 Regulations on cosmetics safety standards (MFDS Public notice
No. 2020-12)
13 Test method for safety management of consumer cosmetics
14 Designation of restricted, prohibited chemical substances (Ministry of Environment public notice No. 2019-214)
15 Act on Registration, Evaluation, etc. of Chemicals (Act No.
17326, revision enforced on 5th May 2020 by Ministry of Environment)
16 Concentration threshold criteria: Rinse-off product: exceed
0.01%; Leave-on product: exceed 0.001%
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Further, a positive list of ingredients for Customized
Cosmetics is newly adopted in Article 3 of the regulation.
Beauty soaps in solid form are transferred to the
Cosmetics Act from the previous categorization as
an industrial product under the Electronical Appliances and Consumer Products Safety Control Act
(Act No. 15338), in line with other types of soaps (e.g.
liquid soap, body cleanser, etc.) which are already
controlled under the Cosmetics Act. Due to this regulation conversion of beauty soaps, new testing standard and method are established in Annex 413 of the
regulation. In addition, prohibited substance14 that
are newly designated under the K-REACH Act15 for
chemicals are also prohibited according to the Cosmetics Act today.

3. Changes in Label requirements
Amongst the newly revised regulations in 2020,
changes on label requirements can be considered as
the most relevant to non-Korean manufacturers and
distributors. The “Standard on Marking Cosmetics
Usage Precautions and Fragrance Allergens” has
been updated from the former version of the regulation to require all cosmetic products today to indicate the presence of 25 known allergenic chemical
substances on their labels by its INCI name in Korean language in case concentrations in the finished
products exceed the given concentration thresholds16. It is expected that complaints from consumers
being allergic to certain ingredients can be greatly reduced by this update. Allergens were only marked as
“fragrances” in the past.

IV. Conclusion
Since the implementation of the Cosmetics Legislation in 2000 in South Korea the law has been revised
several times, most recently in April 2020. The MFDS
has been making efforts to improve the competitiveness of the domestic cosmetic industry and to keep
pace with international regulatory standards while
securing consumer’s health and safety. Under the
Cosmetics Act in Korea, there is a defined procedure
in place for the import of functional cosmetics from
the business registration to the registration of the
product itself, to labelling and market distribution.
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Table 4: Fragrance Allergens
No.

Chemical name

CAS No.

1

Amyl Cinnamal

122-40-7

2

Benzyl Alcohol

100-51-6

3

Cinnamyl Alcohol

104-54-1

4

Citral

5392-40-5

5

Eugenol

97-53-0

6

Hydroxycitronellal

107-75-5

7

Isoeugenol

97-54-1

8

Amyl Cinnamal Alcohol

101-85-9

9

Benzyl Salicylate

118-58-1

10

Cinnamal

104-55-2

11

Coumarin

91-64-5

12

Geraniol

106-24-1

13

Anise Alcohol

105-13-5

14

Benzyl Cinnamate

103-41-3

15

Farnesol

4602-84-0

16

Butylphenyl Methypropional

80-54-6

17

Linalool

78-70-6

18

Benzyl Benzoate

120-51-4

19

Citronellol

106-22-9

20

Hexyl Cinnamal

101-86-0

21

Limonene

5989-27-5

22

Methyl 2-Octynoate

111-12-6

23

Alpha-Isomethyl lonone

127-51-5

24

Evernia Prunastri (Oakmoss) Extract

90028-68-5

25

Evernia Furfuracea (Treemoss) Extract

90028-67-4
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The legislation obliges manufacturers and importers
also to fulfil standards on cGMP.
For cosmetics products marketed as Natural or Organic Cosmetics a certification system is in place to
prevent incorrect labeling or advertisements. The legislation has further adopted risk ratings and classification standards for potentially hazardous cosmetic
products or ingredients which may need to be recalled from the market in the future. Special attention has been given to infants and children’s cosmetics to avoid any safety issues by adding detailed age
standards and designated criteria for advertisement
as well as conducting fact-finding surveys and establishing procedures to reduce risk factors.
Recent major changes of the Cosmetics Act concern the introduction of the Customized Cosmetics
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system allowing certified personnel to subdivide or
mix ingredients of cosmetic products, the updated
safety standards with a negative list of ingredients
that are prohibited or restricted for use and a positive list of ingredients for Customized Cosmetics as
well as the labelling of 25 known allergenic chemical substances on the product labels by its INCI name
in Korean language.
With the continuous revisions it can be stated that
the MFDS ultimately aims to create a society where
any concerns of consumers about safety can be managed or even removed when using high-quality cosmetics in Korea while giving way to a growing market in Korea. Due to the numerous revisions, importers should make themselves confident with the
latest regulations in place.
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Actions Brought Against Delegated Commission Regulation
2020/217 Concerning Classification of Titanium Dioxide
Tobias Schulz*

I. Introduction

II. Actions

Titanium dioxide (TiO2) is the most produced and
used pigment worldwide and subject of an ongoing
debate about its safety. In 2016, France filed a proposal to classify TiO2 carcinogenic to humans when
inhaled (cat. 1B).1 In its corresponding opinion,
ECHA´s Risk Assessment Committee (RAC) did not
follow the French proposal but suggested a classification of TiO2 as suspected of causing cancer (cat. 2)
by inhalation.2 In October 2019, the EC announced
the all in all highly controversial3 classification of
TiO2 within the 14th ATP of CLP-Regulation
1278/2008 by Delegated Commission Regulation
2020/2174, limiting, however, the cat. 2-classification
to the TiO2 powder form containing 1 % or more of
particles with aerodynamic diameter ≤ 10 μm (Article 1, No. 3, Annex III). Hence, TiO2 powder classified
as suspected of causing cancer will need to be treated as hazardous substance/mixture. Accordingly, a
safety data sheet must be available and the powder
be notified to the poison notification centre (Article
45 CLP).
Furthermore, regulation 2020/217 constitutes a labelling obligation for liquid and solid mixtures containing TiO2 (Article 1, No. 1, Annex I):
• The label on the packaging of liquid mixtures containing 1 % or more of titanium dioxide particles
with aerodynamic diameter equal to or below 10
μm shall bear the following statement:
• EUH211: ‘Warning! Hazardous respirable droplets
may be formed when sprayed. Do not breathe
spray or mist.’
• The label on the packaging of solid mixtures containing 1 % or more of titanium dioxide shall bear
the following statement:
• EUH212: ‘Warning! Hazardous respirable dust
may be formed when used. Do not breathe dust.

In May 2020, several colour manufacturers have
brought actions against the Delegated Commission
Regulation 2020/217 (Cases T-279/20 and T-288/20).6
The applicants claims that the Court should annul
Commission Delegated Regulation (EU) 2020/217 in
so far as it concerns the classification and labelling
of titanium dioxide. Among other things, the applicants argue that:
• the EC infringed Article 53c CLP by adopting a single act for different matters,
• the classification of TiO2 carried out in the contested regulation does not comply with the classification requirements pursuant to Article 53a, Article
37(5) and Article 3(1) CLP, read in conjunction with
point 3.6.2.2 of Annex I,
• that the amendment to Annex II CLP as regards
liquid and solid mixtures with a titanium dioxide
component cannot be made on the basis of Article 53(1) CLP, read in conjunction with Article 53a,
• that the EC infringed its obligation to carry out an
impact assessment prior to the adoption of the
contested regulation,
• that the contested regulation infringes the principle of proportionality, since the classification of
certain titanium dioxide particles and the laying
down of labelling obligations is not appropriate for
the purpose of attaining the objective (health protection) and there are less onerous means available.

The regulation entered into force March 2020. The
new classifications and the labelling obligations will
apply from 1 October 2021. Substances and mixtures
may that date be classified, labelled and packaged accordingly (Article 3 and Corrigendum5).

DOI: 10.21552/icrl/2020/2/9
*

Tobias Shulz is an Advisor at German Chemical Industry Association (Northeast Germany Branch). For Correspondence: <Tobias.Schulz@lv-no.vci.de>

1

CLH report for Titanium dioxide, May 2016, version 2.

2

RAC, Opinion on Titanium dioxide, 14 September 2017, p. 40.

3

See Annex 2 of the CLH report which provides hundreds of pages
of objections raised by numerous states and organisations. During
the public consultation, 514 comments (!) were received.

4

OJ 2020 L 44, p. 1.

5

Corrigendum to Commission Delegated Regulation (EU)
2020/217 of 4 October 2019, OJ 2020 L 51, p. 13.

6

CWS Powder Coatings/Commission, OJ 2020 C 222, p. 35, and
Brillux and DAW/Commission, OJ 2020 C 222, p. 39.
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The actions mark the final stage of a long lasting and,
partially, emotional dispute about the safety of TiO2.
It is rather unlikely that the General Court will decide within the transition period which ends 30
September 2021.
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Der Fachbereich Raum- und Umweltplanung der Universität Kaiserslautern veranstaltet regelmäßig
Fachtagungen zu aktuellen Themen des Raumplanungs-, Bau - und Umweltrechts. Die Vorträge
dieser Veranstaltungen sind in Tagungsbänden zusammengestellt und werden von Prof. Willy
Spannowky und Christian Gohde herausgegeben.
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