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How to use one set of data to comply with 
China REACH, K-REACH and EU REACH
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EU-REACH China-REACH K-REACH
Authority Legislation: European Committee

Implementation: ECHA

Supervision: Member States

Competent authorities: MEE

Operating center: SCC

Supervision: local 
Environmental Protection 
Agency 

Competent authorities: MOE

Pre-registration & Exemption 
Confirmation: KECO

Dossier evaluation: NIER

Registrant EU Manufacturer/ Importer/ Non-
EU Manufacturer (OR)

Chinese Manufacturer/ 
Importer/ Foreign 
Manufacturer (OR)

Korean Manufacturer/ Importer/ 
Non-Korean Manufacturer (OR)

Scope Phase in / Non-phase in 
substance

New chemical in China (not 
listed in IECSC)

Existing chemical substance/ 
New chemical substance

1.1 General Comparison

Comparison of EU REACH, China REACH and K-REACH 
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1.1 General Comparison

EU-REACH China-REACH K-REACH

OR Appointment POA is included in dossier POA is included in dossier OR Confirmation

Polymer registration Monomer/ Reactant Polymer
Simplified notification (PLC)

Polymer
Exemption confirmation (PLC)

Transported isolated 
intermediate

Foreign company can 
register it as TII SCC 
Intermediate

x Foreign company can not register 
their intermediate as Transported 
isolated intermediate

Notification of Priority 
Control Substance

o x o

Annual report x o x

Comparison of EU REACH, China REACH and K-REACH 
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EU-REACH China-REACH K-REACH

Inquiry • SIP test is required;
• ECHA will share 

SIEF information;
• POA is not 

required

• Chemical identity is 
required;

• Authority will check if 
the chemical is new in 
China;

• POA is not required

• Chemical identity is required;
• Authority will check if the 

chemical is new in Korea and 
registered by any company;

• POA is required

Pre-registration o x o

Registration requirement of 
low tonnage band

x • <0.1tpa (SRR 
Notification)

• New chemical <1tpa 
(Simplified notification

New chemical notification<0.1t/a

Registration tonnage band • 1-10 tpa
• 10-100 tpa
• 100-1000 tpa
• 1000+ tpa

• 1-10 tpa
• 1000+tpa
• 10-100 tpa
• 100-1000  tpa

• 0.1-1tpa(New substance)
• 1-10 tpa
• 10-100 tpa
• 100-1000 tpa
• 1000+ tpa

Dossier evaluation At least 5% dossiers 
every year 

All dossier All dossier

Assessment standard Risk assessment Risk assessment Risk assessment

New chemical is listed in 
existing chemical list? 

x o x

1.2 General Comparison

Comparison of EU REACH, China REACH and K-REACH 
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• Radioactive substances, Substance supervised by Customs, Non-isolated 
substance and Transported substance;

• Waste;
• Exempted by Member States because of national defense

Exempted from REACH

• Human or Animal Pharmaceutical; 
• Food Additives, Flavors, Feed Additives;
• Same substance exported from EU and then imported into EU by other 

role in the supply chain 
• Recycling Substances in EU

Exempted from Registration

• Active substances and compounding agent used in plant protection 
• Active substance used in biocidal products 

Substances which are considered as being registered

1.2 Exemption_EU-REACH

Comparison of EU REACH, China REACH and K-REACH 
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Annex IV. 68 substances which have very low 
hazard

1.2 Exemption_EU-REACH

Comparison of EU REACH, China REACH and K-REACH 

Annex V.  chemical which occur accidentally, 
by-product…… 
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• Radioactive substances; Military industry products; Pyrotechnics; Biological 
substances; Pesticides; Veterinary drugs; Pharmaceuticals; Cosmetics; 
Foods; Food additives; Feed; Feed additives; Tobacco and tobacco products.

Regulated by other specific regulations

• Extracted from the atmosphere through various means;
• Natural polymers; 
• Biomacromolecules;

Substances existing in nature

• Impurities: total content of impurities shall not exceed 20%; 
• Products of random reactions; 
• Products of unintentionally reactions in final use;
• Waste water, waste gas, solid waste, and by-products

Categories of non commercial purpose/ unintentionally 
produced

• Special materials: Glass; Frit; Pottery raw materials and ceramic ware ; Steel and 
steel products; High-alumina cement; Portland cement

• Alloys;
• Non-isolated intermediate substance ;
• Articles

Special categories

1.2 Exemption_China-REACH

Comparison of EU REACH, China REACH and K-REACH 
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1.2 Exemption_K-REACH

Comparison of EU REACH, China REACH and K-REACH 

• Medicine, Narcotic, Cosmetic, Pesticide, Radioactive substance, Fertilizer, 
Feed, Military supplies, Health care products, Medical device

Regulated by other specific regulations

• Chemical substance imported together with relevant machineries or 
equipment for the purpose of trial operation

• Chemical substance imported as already equipped machinery
• Chemical substances in articles with no intended release
• Impurities and By-product

Exemption without confirmation 

• Chemical substance imported/manufactured for export-only use
• Chemical reagents 
• Substances for R&D use
• Polymer of low concern(PLC)
• Non-isolated intermediates 
• Isolated intermediates (which can be technically blocked from leakage or 

exposure)
• Surface treated substances

Exemption confirmation
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1.2 Exemption_K-REACH

Comparison of EU REACH, China REACH and K-REACH 

Impurity, by-product, chemical from nature source without chemical modification…… 
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Comparison of EU REACH, China REACH and K-REACH 

1.3 Cost Comparison

EU-REACH

• Legal entity 
change

• Tonnage 
upgrade

• Registration 
dossier 
confidential 

China-REACH

• N/A now, but 
may have fee in 
the future

K-REACH

• Exemption 
confirmation

• Dossier update
• Notification of 

Priority Control 
Chemical 

Other Cost

EU-REACH

• Data fee
• Administration 

fee (ECHA)

China 
REACH

• Data fee
• Administration 

fee (Inquiry)

K-REACH

• Data fee
• Administration 

fee (MOE)

Registration Cost
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Comparison of EU REACH, China REACH and K-REACH 

1.4 Public Announcement after Registration

• ECHA: https://echa.europa.eu/

EU-REACH

• MEE official website. 
http://www.mee.gov.cn/hjzli/hxphjgl/xhxwz/

China REACH

• N/A

K-REACH
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Comparison of EU REACH, China REACH and K-REACH 

1.5 Registration type

• Joint Submission
• Individual Submission

EU-REACH

• Serial Notification 
• Joint Notification
• Repeated Notification

China REACH

• Joint Submission (Existing chemical)
• Individual Submission (New chemical)

K-REACH
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Required Information EU-REACH K-REACH

Registrant o o

Chemical Identity o o

Tonnage o o

Classification and Labelling x o

Use x o

Importer x o

1.6 Required information of Pre-registration under EU REACH and K-REACH

Comparison of EU REACH, China REACH and K-REACH 
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Required information EU-REACH China-REACH K-REACH
Registrant o o o

Chemical Identity o o o

Classification and Labelling o o o

Use o o o

Importer Not mandatory Not mandatory o

Physicochemical/ Health 
toxicity/ Eco-toxicity data

o o o

Safe Use Guidance o o o

Chemical Safety Report o
(≥10tpa)

o
(Typical Notification)

o
(2019, ≥20tpa)

Testing Proposal When tonnage band is 100+,  
TP is mandatory to firstly 
provide; Real tests can only 
be processed after get 
approval from ECHA

x When tonnage 
band is 100+, TP 
can be firstly 
provided if some
tests are not 
completed.

Comparison of EU REACH, China REACH and K-REACH

1.7 Required information
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Comparison of EU REACH, China REACH and K-REACH

1.8 Requirements on laboratory

China REACH EU REACH K-REACH

Chinese Lab Foreign Lab

Physico-
chemical Tests

CNAS/ CMA/ Ministry Of 
Agriculture (MOA) GLP

ISO 9001/ ISO 17025/ GLP/ 
Other international 
accredited labs

No lab certification 
requirement

No lab certification 
requirement
Except Log Kow test

Health toxicity 
Tests

GLP from CFDA;
Toxicity Identification agency 
authorized by Department of 
Health;
China GLP

GLP GLP GLP or designated
lab from MOE

Eco-toxicity 
Tests

CNAS/ China GLP GLP GLP GLP or designated
lab from MOE
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Comparison of EU REACH, China REACH and K-REACH

1.9 Common Alternative Methods

EU-REACH China-REACH K-REACH

Read across Yes Yes(only for Serial
notification)

Yes (case by case)

QSAR Yes Yes(only for Toxic 
kinetics)

Yes (case by case)

In-vitro testing Yes (Skin irritation or 
skin corrosion /Eye

irritation /Skin
sensitization prefer in-

vitro testing)

Yes (if positive results 
shown in in-vitro testing 
for skin irritation or skin 

corrosion/Eye
irritation/Skin

sensitization, then in-
vivo testing will be 
exempted.) In-vivo 

testing is more 
appealing.

Yes (in-vitro testing is 
acceptable for skin

irritation or skin 
corrosion/Eye

irritation) In-vivo 
testing is more 

appealing.
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How to use data in EU REACH to comply 
with China REACH and K-REACH
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Test Strategy 

• Polymer is not included;
• Specific Eco-toxicity tests are required to carry out in China;
• Physico-chemical tests: Non-GLP;
• Health toxicity/ Eco-toxicity tests: GLP;
• In vitro tests are firstly required under EU REACH 
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Test Strategy 

Physico-chemical Tests

Use EU data as standard data  

Carry out Log Kow test in GLP lab

Extra pH test is required for liquid (China)

Exemption condition under EU/ China/ Korea REACH is similar
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Test Strategy 

Physico-chemical Tests

1)● marks are the endpoints which can  request for exemption if meet certain conditions for exemption.   
2)○ marks are the endpoints which needs to be conducted.
3) / marks are the endpoints not required.
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Test Strategy 

Health Toxicity Tests

All tests are carried out in GLP lab with OECD methods

Data requirement under EU and China REACH is very similar; K-
REACH is included

In vitro Skin Corrosion/ Irritation, Eye Irritation and Skin 
Sensitization should  firstly be carried out  (EU REACH) 

In vivo Skin Corrosion/ Irritation, Eye Irritation and Skin 
Sensitization (China REACH) 

Acceptance of In vitro tests under K-REACH is unknown now

In vivo mutagenicity test (China REACH) Vs Testing proposal (EU & 
Korea REACH)
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Test Strategy 

Health Toxicity Tests
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Test Strategy 

Eco-toxicity Tests

China REACH has highest data requirement

All tests are carried out in GLP lab with OECD methods

Tests are required to be carried out in China with Chinese sample 
(OECD 201, 202, 203 )

Acute toxicity test with Earthworm may be considered (water 
solubility < 1mg/L and Log Koc > 3.5, China REACH)

Adsorption/Desorption may be required (China REACH) 
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Test Strategy 

Eco-toxicity Tests

OECDOECD106 (priority)
/ 121



Thank You 
If you have any questions about chemical regulation 

compliance, please contact 
bryan.zhou@cirs-group.com

CIRS Europe: Room 002, Regus Harcourt Centre, Dublin D02 
HW77, Ireland
Tel: +353 (1) 477 3708
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