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Second segment

Main contents of the K-REACH Act

e The subject of hazard evaluation has been extended to existing as well as new chemicals (for
manufacturers or importers of 1ton or more).

e There is a transition from hazard-oriented management to “risk”’-based management. Such a management
considers toxicity as well as environmental exposure risks, thus providing the basis for setting safety
standards and labeling standards for household chemical products.

e Registered substances are being reviewed and evaluated by the government and designated as toxic
substances, which are subject to authorization with restrictions, as well as complete prohibition for
import/manufacture and use.

e An information system has been established, which is in operation for the companies to comply with
implement the K-REACH Act, with ease.

e Therevised act, designates green chemical center/s to support small and medium enterprises.

e The K-REACH Act consists of a total of 8 chapters, 54 articles, and supplementary provisions, as shown in the
table below.

® Purpose, definition, scope of application,
responsibilities of state and business operators.
Chapter 1: .
. Articles1to 7 : . ;
General Provisions e Establishment of basic plans for evaluation of
chemical substances, etc.
B |

® Registration/report of chemical substances,
exemption from registration, etc. / change
registration/report, etc.

o . :

Registration of Chemical Article 17-2, PRIYINg 9
Substances Article 17-3 substances, etc.

e Joint use of existing registration application
data, special cases for vertebrate animal test
data, etc.

e |Imposition and collection of fines.

| |
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Chapter 3:

Hazard Assessment and Risk
Assessment of Chemical
Substances

Chapter 4:
Designation and Change of

Permitted Substances, etc.

Chapter 5:

Provision of Information on
Chemical Substances

Chapter 6:
Management of Products

Containing Chemical
Substances

Chapter 7:

Supplementary Provisions

Chapter 8:
Penalty

registration

Chemical substance
notification and

Articles 18-24

Articles 25-28

Articles 29~31

Articles 32-37

Article 38-~,
Article 48-2

Articles 49-54

In principle the process involves

Hazard and risk
assessment and
evaluation

Hazard screening and hazard evaluation, etc.

Designation of toxic substances and
disclosure of results of hazard evaluation.

Designation and cancellation of designation of
test institutes, etc.

Risk assessment.
Designation and cancellation of permitted
substances.

Designation and cancellation of restricted
substances or prohibited substances.

Provision of information on chemical
substances, etc.

Provision of information of downstream users,
etc.

Report of critical management substances
contained in products.

Provision of information on chemical
substances contained in products.
Registration application by a person appointed

by an overseas manufacturer or producer.

Establishment and operation of a chemical
substance information processing system.

Designation, operation and cancellation of
designation of the Green Chemical Center.

Report and inspection, record and preservation
of documents, delegation and consignment of
authority, etc.

Penalties, punishment rules, fines.

Identification and
designation of
hazardous chemical
substances




Fig 1 graphically presents the Chemical substance registration and
evaluation management according to the K-REACH Act.

e Manufacturing/importer prior notification
before manufacturing/import

e Submission of substance name,
manufacturing amount, scope, use
purpose, classification indication
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Figure 1) Chemical substance registration and evaluation procedure
The act provides a time-frame for compliance with K-REACH, as described in the Table 2, below.




Table 2) Registration grace period by weight range of
manufacturing and importing

Weight range Registration grace period

Substances of 1,000 tons or more per year and

December 31, 2021
CMR* substances of 1ton or more per year

In the range of 100 - 1,000 tons per year December 31, 2024
10 - 100 tons per year range December 31, 2027

1-10 tons per year range December 31, 2030

CMR (Carcinogenic, Mutagenic or Toxic for Reproduction): A substance designated and notified by the
Minister of Environment as a substance that causes or may cause cancer, mutation, or abnormal fertility.
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Founded in 1977, JRF Global is one of the oldest (41+) and
most respected non-clinical Contract Research Organization in Asia.

JRF’s capabilities spanning from
Discovery to Development phase
provides integrated services to both innovator and generic.

300+ Employees, 700+ Clients across 60+ Countries

Salient Features Services at a glance

GLP and AAALAC accredited P-C Chemistry, Analytical/Bioanalytical
Chemistry

Spread across 6 locations worldwide

(USA, Canada, Spain, UK, India, Japan) Med-Chem & Custom Synthesis

33500+ GLP Studies across all industries .
and have been well received by US FDA, In vitro DMPK
EMA, MHRA and other regulatory

agencies In vivo Pharmacokinetics

State-of-the-art animal house facility _
which is among the best in Asia Efficacy models

Experienced in handling small molecules, Safety Pharmacology
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products JRF’s fully integrated chemistry
and toxicology services offers an
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