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* Register Substances in Taiwan
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Substances (PECs) Registration
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on May 27t)
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Chemical Regulations in Taiwan:

Chemicals at Workplace: Industrial Chemicals:
The Ministry of Labor Environmental Protection Administration (EPA)
Occupational Toxic and Concerned
Chemical Substance
Safety and Heglth Control Act
Act(OSHA); (TCCSCA)
Hazard jori
Communication Maﬁgggtn):ent Controlled Class 1,2,3, and 4 of Concerned
(GHS) e e Chemicals Toxic Substances Substances

op

Toxic and Concerned Chemical Substance Control Act

» Toxic and Concerned Chemical Substance Control Act (TCCSCA),
* enacted on 16 January 2019
» amended, and renamed from Toxic Chemical Substance Control Act (TCSCA)
» Regulation on New and Existing Chemical Substances Registration (March 2019)
« enforced since 1t January 2020
+ On May 27, 2021: Taiwan’s EPA proposed an amendment to the Regulation on New and Existing
Chemical Substances.
» open for public consultation until July 26.
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After January 16th 2019

Toxic Chemicals
Substances Control Act
(TCSCA)

P
Chapter 1
L General Principles

( Chapter 2 )
Hazard Assessment and
. Prevention )

-
Chapter 3
Management

A\

p
Chapter 4
Panel Provisions
A\

(Chapter 5
Supplementary
Provisions

\

V Registration:

Exemption

Substances which occur in nature.

Chemical substances in machines or equipment for
test run purposes.

Inseparable intermediates from chemical reactions
in the reaction vessel or production process.
Chemical substances for national security or
national defense purposes.

Chemical substances under customs supervision.
Chemical wastes produced or released from
industrial process.

By-products or impurities that are of no commercial
application.

Mixtures; but individual constituents of mixtures
shall not be applied to the Article.

Articles

Polymers that the 2% Rule is Applicable and listed
on the inventory of existing chemical substances.

Toxic and Concerned Chemicals Substances Control Act
(TCCSCA)

A J A

Agro-pesticides, as defined by the Agro-pesticides Management
Act.

Feeds and feed additives, as defined by the Feed Control Act.
Fertilizers, as defined by the Fertilizer Management Act.
Veterinary drugs, as defined by the Veterinary Drugs Control Act
Medicaments, as defined by the Pharmaceutical Affairs Act.
Controlled drugs, as defined by the Controlled Drugs Act.
Cosmetic(s), as defined by the Statute for Control of Cosmetic
Hygiene.

Foods, food additives, food utensils, food containers or
packaging, and food cleansers, as defined by the Act Governing
Food Safety and Sanitation.

Tobacco products, as defined by the Tobacco Hazards
Prevention Act

Tobacco and alcohol, as defined by the Tobacco and Alcohol
Administration Act.

Radioactive materials, as defined by the Atomic Energy Act and
the lonizing Radiation Protection Act.

Industrial use explosive materials, as defined by the Industrial
Explosives Administrative Act.

Chemicals regulated by the Montreal Protocol under the Air
Pollution Control Act.

Environmental agents, as defined by the Environmental Agents
Control Act.

Toxic chemical substances, as defined by the Act.
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Eegulation on New and Existing Chemical Substances
Registration

» Taiwan Chemical Substances Inventory (TCSI) contains 100,000+
substances that were manufactured in or imported in Taiwan between 1993
and 2014

» Existing Chemical Substances: those listed in TCSI

Phase One Registration (100 kg/year)
106 PECs: Standard Registration —level 1- 4 (above 1 TPA)

* For New Chemical Substance (those not listed in TCSI):
Depending on tonnage: simplified, small quantity and standard registration

o
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Existing Chemicals: Phase One Registration

Manufacture or 2 100 kg per year Phase one
Import Register
Within 6 months from the date of fact

Information required:
1.Name of substance, CAS No.

2.Tonnage band in a calendar year
(estimated)

3.Information on use

4.Use information of this chemical
(Product type)
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'Existing Chemicals: Standard Registration

Article 16 of the regulation:

» The central competent authority may, by stages, designate the lists of existing chemical
substances subject to standard registration...

* The first batch of PECs: 106 PECs (Appendix 6)
* Above 1 TPA: 1- 4 levels

+ Information requirement (Appendix 7)

» Registration starts from 1 January 2020

Examples of Priority
Existing Chemicals
(PECs): Acrylic acid,
Ammonia, Diboron
trioxide

¥ PECs Standard Registration Dossier

* The highest number of data required for submission

Section Level 1 Level 2 Level 3 Level 4
(2-10 (20-100 (100-1000 (1000+ tons)
tons) tons) tons)
1 Information of the registrant | v \Y \Y \
and basic identification of the
substance
2 Information on manufacture, v \ % Y,
use and exposure of the
substance
3 Hazards classification and \ \ % v
labelling
4 Safe use information \ \Y \ \
5 Physical and chemical v(13)* v(13) v(15) v(15)
properties
6 Toxicological information v(5) v(8) v(8) v(9)
7 Ecotoxicological information | v(3) v(7) v(9) v(16)
8 Hazard assessment \Y \Y \
9 Exposure assessment \Y \Y \Y
Data sharing applicable to Section :3, 5, 6, 7, (8) e
Guidance for Existing Chemical Substances Standard Registration (Version 1) — June 2020 *
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'New Chemical: Registration

information requirement

Information of the registrant and basic v (Level 1)
identification of the substance

Information on manufacture, use and | v \Y v (Level 1)
exposure of the substance

Hazards classification and labelling % v (Level 1)
Safe use information \% v (Level 1)
Physical and chemical properties \% v (Level 1)
Toxicological information v (Level 1)
Ecotoxicological information v (Level 1)
Hazard assessment v (Level 2-4)
Exposure assessment Vv (Level 2-4)

@.rc

New Chemical: Registration

Standard Standard Standard Standard
Registration Registration Registration Registration
(Level 1) (Level 2) (Level 3) (Level 4)

Standard Registration
(Level 1)

Standard Registration
(Level 1)

Standard Registration Standard Standard Standard Registration
(Level 1) Registration Registration (Level 4)
(Level 2) (Level 3)
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Who can register?

A 4 ry
m ¥ D
Manufacturer Importer Third Party

Representative (TPR)
with legal entity in Taiwan

How can TPR help you and your company?

* Supply Chain Communication — communicate directly with your Taiwanese buyers to
proceed TPR appointment and submit information to Toxic and Chemical Substances
Bureau, EPA

» Phase One Registration/Standard Registration (include Dossier Preparation)

Ly
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Annual Reporting

The first Annual Regortmg for Registered Chemical Substances took place during April 15t to
September 30t 2020

Manufacturers, importers and authorized TPR with valid Registration Number are eligible for
Annual Reportlng

Information to be included in Annual Reporting:
e Substance name

e CAS Number

 Registration number for each substance

* Volume in the previous year

* Information on importer or manufacturer

cn


https://www.tcsb.gov.tw/mp-2.html

15

16

2021-06-22

75

oin Registration

« Joint Registration is not mandatory.

« Communication with the agency: it may take longer time for
dossier review from the authority, and back-and forth
conversations.

* Prepare your dossier to meet the deadline

o

s

ackground to the Amendment Draft

* To review the registration process and the actual registration
situation

» By June 1, 2021: Cases of Standard Reg. 51 (1-10 TPA), 5 (10-100 TPA), 2 (100+ TPA),
14 polymer (10+TPA),

* To include opinions from stakeholders and industries
» Delayed preparation for registration due to COVID 19

» The draft is announced on May 25 and open for public comments
until July 26, 2021

o
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'Key Change (1/5)

* Newly Added Exempted Substances
» Controlled chemicals defined by Occupational Safety and Health Act, Regulations

Governing Designation and Handling Permission of controlled Chemicals

2021-06-22

* Concerned Chemical Substances defined by TCCSCA, risk to environment and human

health

+ Valid Period of Registration and Confidentiality are extended to 5 years

Type of registration

New Chemical Substance - Standard
Registration
PLC Small quantity registration

New Chemical Substance — simplified
registration and small quantity registration

Existing chemical substance — Phase One
Registration, Standard Registration

Pk

Current Regulation

Phase One Reg.

Small Quantity Reg. (New
Substances)

Simplified Reg. (New
Substances)

Standard Reg. (New Substances)
Standard Reg. (Existing Sub.)
Application for CBI extension
Application for inclusion to TSCI

Valid Period of
Confidentiality

5 years

25 years

5 years

7
7

14

45
90
7
14

Max. confidential
period is 36-15 years

Max. confidential
period is 15 years

ey Change (2/5): Review period

Draft Amendment
10
10

20

60
90
10
20

o

Estimated
Application
process

2-4 weeks

2.5 months

5-6 months
11 to 13 months

1to 1.5 year
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'Key Change (3/5)

Phase One Registration Number obtained before December 31,

|

2019

Current Draft

New
Amendment

Deadline for Standard Registration extended to 4 years

@crc
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Key Change (4/5)
Phase One Registration Number obtained after January 1, 2020
Current Draft
New
Amendment
Deadline for Standard Registration extended to 4 years ]
@crC
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'Key Change (5/5): Standard Reg.

Section
: : : Current Draft: Registration No.
1 Information of the registrant and basic

identification of the substance can be obtained if all required
: information approved by the
2 Information on manufacture, use and .
exposure of the substance authority

3 Hazards classification and labelling ) )
Draft Amendment: Registration
4 Safe se information No. can be obtained if 1-7
5  Physical and chemical properties s .
o _ information approved by the
lilcsicalodicalliibuiationy authority. The rest can be submitted
7 | Ecotoxicological information within Suggested time.
8 Hazard assessment
9 Exposure assessment e‘*
21
Take Home Message (1/2)
» Understand your registration obligation and start to prepare your
dossiers as soon as possible.
« Joint registration is not mandatory.
» Expecting inquiries from your downstream buyers for compliance
check
» Contact TPR to have professional support from experienced team
22
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!I'ake Home Message (2/2)

* Phase One Registration Number obtained before December
31, 2019

* Expect 1.5 year submission period

@ Today

2019 2020 2021 2022 2023
TPA 1-100
TPA 100+
Phase One
Reg. #

Before December 31, 2023

l
1+1.5 year > g’*
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Contact us for global regulatory services

@ 0 M

https:,’,"gpcgctewuy.coml Global Product Compliance (epPc) compliance@gpcregulatory.com +46 46 2114615

IDEON, Beta 5, Scheelevagen 17, 22363
LUND, SWEDEN
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