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Copyright € Disclaimer ©

COPYRIGHT

All rights reserved.

No reproduction, copy, transmission or commercial use of any paragraph of this
documentation may be made without prior written permission of HaskoningDHV
Nederland B.V. or the Authors and in accordance with the law of The Netherlands on
intellectual property. Any person who does any unauthorized act in relation to this
publication and the related event may be liable to criminal prosecution or civil claims for
damages.

GENERAL DISCLAIMER

Information in this electronic handbook is provided ‘as is’ without warranty of any kind,
neither expressed or implied, including, but not limited to, the implied warranties of
merchantability or fitness for a particular purpose. No responsibility is assumed by the
organiser/editor or the authors for any injury and/or damage to persons or property as a
matter of product, negligence or otherwise, or from any use or operation or expectation
of any methods, products, instructions or ideas contained in the material herein.

The views expressed and the syntheses and proposal drawn in the material included
in this electronic handbook should be considered as the authors’ own and do not
necessarily represent to opinion of HaskoningDHV Nederland B.V. and/or of the partners
or supporters of ChemCon Conferences. In no event will HaskoningDHV Nederland B.V.
be liable to any party of any direct, indirect, special, consequential, incidental or punitive
damages for any use of this electronic handbook, or any other hyperlinked websites,
including, without limitation, any lost profits, business interruption, loss of programmes
or other data on your information handling system or otherwise, even if we are advised
of the possibility of such damages.

In addition to the above mentioned provision, the law of the Netherlands applies.

ChemCon Conferences

by HaskoningDHV Nederland B.V.
P.O. Box 151, 6500 AD Nijmegen, The Netherlands
Tel: +31 (0)88 348 88 88
E-mail: office@chemcon.net

Website: chemcon.net iy }
Youtube: youtube.com/ChemConConference ﬂ@m@ ‘ﬂ @M J
BeijingXChinak_ s
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Handbook Manual Q

If you move your cursor, for example over the first presentation on the Contents page,
you will see that your mouse cursor changes in appearance. If you click on this session you
will go to the top of that particular manuscript and/or presentation. Also we have added
web links to the links mentioned in the manuscripts and/or presentations.

To go back to the overall program or content click on the link on the bottom of each first
page of a manuscript and/or presentation. To go back to the original position press ‘ALT
+ left arrow key (<)’ or press ‘Previous View' in your PDF toolbar.

On top of the regular printing features of PDF we have included the following enhanced
features:

To print a particular manuscript and/or presentation click on ‘Printer Friendly’ on the first
and last page of each document. A new window will pop up on your screen and you will
see the manuscript and/or presentation you selected. To print this session, simply click
‘print’ on the bottom of the first or last page. After you have printed the document, close
the window and the main file will appear. If you wish to print a CV, press ‘Ctrl + P’ and
select to print ‘current page’.
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Organiser’s Message /

Dear Ladies and Gentlemen,

Beijing was the host city for ChemCon Asia 2017. Another successful
conference in the global series of ChemCon Conferences, which took place
from June 19% to 23, 2017 in China.

With thanks to the enthusiastic support of the distinguished speakers and
partners of ChemCon Asia 2017, we were able to set up a great event in
this dynamic city. 250 experts from 29 countries representing over 131
companies, authorities and associations attended our conference sessions
and exhibition. Together, they have contributed to an inspiring exchange of experiences and
discussions about regulatory affairs around the globe.

This workshop has provided insights in various aspects needed for a successful new chemical
notification in China.

For this electronic Handbook, some papers and presentations have been slightly adapted in order
to provide an easy accessible overview of the content.

We would like to express our gratitude to all speakers in preparing this workshop, as well as the
partners, supporters and of course all the delegates at this event.

If you want to learn more about upcoming events in the series of ChemCon Conferences, please
have a look at our website: www.chemcon.net.

From February 5% — 9t 2018, New Orleans, USA will be the host city for ChemCon The Americas
2018. In fall 2018 we will return to Europe and in 2019 we will visit Asia again!

Thank you for your continued interest in ChemCon Conferences. We look forward to meeting you
at one of our future conferences.

Yours faithfully,

Tjeerd Bokhout
Conference Director
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Workshop: New Chemical Notification in China

This workshop aims at the international delegates to attend with their Chinese
colleagues to get a mutual understanding what is needed to be done for a
successful notification in China.

Speakers

Future Events

ChemCon ¥ Asia 2017 © Copyright 2017. HaskoningDHV Nederland B.V.
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New Chemical Notification in China

Xiaojian Liu, Solid Waste and Chemical Management Center, MEP, China

Abstract: Decree No.7 and the Guidance for New Chemical Substance Notification and Registration has
been implemented for 5 years. Since then a significant number of new chemical substance have been
through this process. In this paper, some requirements need attention in notification are introduced.

A. Wise choice of notifier

Only China local direct importer or manufacture and
direct exporter located out of China could be the
notifier, but the one who has multiple commercial
directions in the supply chain be the notifier is smart.
More information can be got form Q&A on website of
MEPSCC, e.g. Q&A 23, 24, 25.

B. Data requirements

Data requirements, including the data resource,
minimum data recommended and exemptions are
the hard core of the guidance. The notifier should
be aware of the consistency of the substance notified
and the test item. The minimum data requirements
doesn’t mean entire data, more testing or data may
be proposed by the authority, if available date shows
further research should be considered. Specific testing
data may be waived according to specific conditions
for the substance notified.

Besides, special data requirements, e.g. eco-toxicity
testing performed within the territory of China,
can’t be ignored. Aquatic organism toxicity, for each
tonnage level increase, at least one test listed in the
minimum data of increased tonnage is required, which
means the quantities equal to the levels.

C. Accreditation of test institution

A notice on the regulation of chemical testing
institutions was published in Dec.28, 2016. First, the
review and announcement system for chemical testing
institution has been abolished. MEP no longer reviews
and publishes list of testing institutions, however,
qualification of measurement certification(CMA)
should be obtained by institution who provide data
for new substance notification. Physical-chemical
properties and toxicity test institution should comply

with requirements of Regulations on the Safe
Management of Hazardous Chemicals(Order No.591)
and relevant regulations. Eco-toxicological properties
test institution shall make self-examination and self-
declaration for GLP. Now, 14 test institutions has made
self-declarations on the website of MEPSCC.

D. Modification of information on registration certificate
Modification of information on registration certificate
could be divided into two categories (please refer to
the tables on the next page), depend on the risk caused
by the change of information.

Changes of use, type of activity, Management
category, hazard classification, risk control measure
and tonnage level could increase the environmental
risk, so it's reasonable that these changes should be
assessed by expert committee. The detailed categories,
requirements, procedures are listed in the above tables.

E. Procedure and timeline

The whole time of regular notification that notifier
obtain certificate after procedure of dossier review,
expert review, publicity and announcement, approval,
is 25 working days plus 60 calendar days. The whole
time of simplified notification is 25 working days,
and more 30 calendar days depend on the case that is
special or basic. The notifier could begin to carry out
activities of new chemical substance, once the SRRN
dossier has been submitted.

F. List into the inventory

Substances of normal notification registered in Decree
No. 17 and of regular notification registered in Decree
No. 7 can be listed into inventory(IECSC). There were
already 31 substances listed into IECSC last year. But the
review procedure may need to be confirmed.

Contents
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Workshop 1: China June 19, Monday

G. Statistics of registration new chemical substances actively. But the same time,
Graphs show the statistics of registration from 2010 authorities also face big challenge of compliance and
to 2016. More and more companies have realized supervision.

the importance of compliance, and have notified

requirements procedure
Change registered quantity * Statement of reason
within a level * Submit application for changes
Change identification
information of substance * Statement of reason _
_ * Submit application and evidence for .
Change owner of certificate changes Dossier
(Change of corporate name) review
Change owner of certificate  * Statement of reason MEP
(change of legal entities) * application and evidence for changes
. . approve

submitted by new owner and notifier
Change owner of certificate jointly
(change of local agent) * New appointment and identity of new

agent

* Termination of original agreement

requirements procedure

Change the use (general and

hazardous new chemical * Statelpent o.frea.lson
substances) *  Submit app_hcanon for changes

o » Increased risk control measures Dossi
Change type of activity ossier

review

= New notification form, increased data and
Change Management category

eV risk assessment report
e fionts . ent _ Expert
(hazard classification ) » Submit application evidence for changes

review
. » New risk assessment report
Clbarass e E0MITD, (METTises Submit application evidence for changes MEP
approve

change tonnage level ] ]
* Submit required supplementary data
Change the use (Key Hazardous - Re-notifiy

New Chemical Substance)

ChemCon ¥ Asia 2017 © Copyright 2017. HaskoningDHV Nederland B.V. E
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INTERNATIONAL CONFERENCE ON CHEMICAL CONTROL
(§) LEGISLATION & TRADE ASPECTS

New Chemical‘N‘o‘,ﬁéatiorﬂ[bcmes
China, o7 GHS
Notlfication |

19 June 2017

. P SPTRN : CHEMCON
New Chemical No.tlflcatlgn in C.hlna . ASIA 2@17

Who can be notifier?

-China local direct importer or manufacture
-Direct exporter(including seller or manufacture) located out of China

w .:
| Outside the country |
[N

),
G

For more information, see Q&A 23, 24, 25 " 1 i

m Xiaojian Liu
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New Chemical Notification in China ASIA 2017

Data Requirements:

* Consistency of notified substances and test Item ;
* Minimum Data requirements # Entire Data;

» Statement of data waiving;

m Xiacjian Liu

New Chemical Notification in China CHEMCON
ASIA 2017
Level 1 Level 1
Alga/Daphnia/fish acute toxicity Ready biodegradation
Or Or

Earthworm acute toxicity Inherent biodegradation

(if aquatic test already run an
water insoluble)

(if ready biodegradation already

run and negative)

Level 2 Level 3&4
14d prolonged toxicity to fish Chronic toxicity to fish
Or (210,212,215)

Daphnia reproduction toxicity Or
0 Seed germination & root elongation
r

. . (if chronic test already run and
Bioaccumulation(fish)

water insoluble)
m Xiaojian Liu

ChemCon ¥ Asia 2017 © Copyright 2017. HaskoningDHV Nederland B.V. H
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New Chemical Notification in China ASIA 2017

Domestic test institue |
« CMA

* Physical-chemical properties and

toxicity test institution:
Comply with requirements of Regulations —
on the Safe Management of Hazardous
Chemicals and relevant regulations; * Physical-chemical properties and
toxicity test institution: N/A

* Eco-toxicity test institution:

self-examination & self declaration for ¢ Eco-toxicity test institution:

GLP Be accredited by their own national
authorities or comply with the GLP
standards.

m Xiacjian Liu
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New Chemical Notification in China ASIA 2017

¢ DA R o B A PR 5

#FSRAEER B TRRR- AHENR

s || BB o il
E R S ] LAREAM
I SEDE R IRAT SSRGS R, (M2 6HIS el B b S AR SRt 2 [2017-04-14]
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P HEERE AT L BT ST S S % KR E I SRS I PR, (A R (I5T) 4F [2017-04-241
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PR R E ST R G LS PR (R R NSO B (B ARS M o [2017-04-28]
LS RTEAS R R A T AT S ekt RSP SRS R R, () FEARIE (BRE) SEEIE MM BN [2017-05-09]
- L TR R A TR S T L CARATE A I SRITRACHS I R (ED B () SIS 12017-05-10]

B o http://www.mepscc.cn/tabid/407/Default.aspx
lagjian Liu
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New Chemical Notification in China CHEMCON
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New Chemical Notification in China ASIA 2017

New chemical

Dossier preparation Dossier review
substance affirmance prep

@ Registration

publicity and

Expert review Registration
announcement
DO sy s
Basic:
25 working days + 30days
25 working days + 60 days Begin after submission
Special:
25 working days

m Xiaojian Liu
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Change registered quantity
within a level

Change identification
information of substance

Change owner of certificate
(Change of corporate name)

Change owner of certificate

New Chemical Notification in China CHEMCON

ASTA 2017

Information change on certificate

Statement of reason
Submit application for changes

Statement of reason
Submit application and evidence for

changes . .
g Dossier review

Statement of reason

(change of legal entities) * application and evidence for changes MEP approve
submitted by new owner and notifier
Change owner of certificate jointly
(change of local agent) e New appointment and identity of new
agent
e Termination of original agreement
m Xiacjian Liu
New Chemical Notification in China CHEMCON
ASIA 2017

Change the use(general and
hazardous new chemical
substances)

Change type of activity

Change Management category
(hazard classification )

Change risk control measures

change tonnage level

Change the use(Key Hazardous
New Chemical Substance)

m Xiaojian Liu

L]

Statement of reason
Submit application for changes
Increased risk control measures

New notification form, increased data  Dossier review
and risk assessment report
Submit application evidence for changes Expert review

New risk assessment report

. .. . MEP approve
Submit application evidence for changes

Submit required supplementary data
Re-notifiy

ChemCon ¥ Asia 2017 © Copyright 2017. HaskoningDHV Nederland B.V.
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New Chemical Notification in China CHEMCON
ASTA 2017
List into the inventory
‘ NO.17 Decree
[Normal Notification]
5 Years
‘ NO.7 Decree » List into the IECSC
( /
Regular Notiﬁcation]
Simplified Notification ] E— x
S&R Record Notiﬁcation]
m Xiaojian Liu
New Chemical Notification in China CHEMCON

ASIA 2017

Listing of registered substances in the IECSC ’

31 substances has been (registered FRRFBLL
under MEP order NO.17) announced
and listed in the IECSC

EENEFENS

*THR CHERELFIRER) BT

31 substances:

* 12 claimed to be confidential;

+ 19 un-confidential.

= RS
NIEEFIR

m Xiaojian Liu
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New Chemical Notification in China @HEM@©N
O

ASIA 2017

600
' it 500
250 400
300
200
200
0
100 2011 2012 2013 2014 2015 2016
50 = Approved
5000
. —
o 4000
2011 2012 2013 2014 2015 2016
3000 — T M— e
m Approved(notifications) m Approved|certificates) 2000
. J 1 P11 Rl Rl
1000 — — —
J 4
o

2011 2012 2013 2014 2015 2016

m Approved

m Xiacjian Liu

New Chemical Notification in China ©EEM©©N
N

ASIA 2017

Challenge

m Xiaojian Liu
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Workshop 2: Chi A | June 19, Monday

Learning & Insights from Practising
New Chemical Notification in China

Vincent Wang
Milliken Chemical

@HEM@@N LEGISLATION & TRADEASPECTS o
ASITA 2 2.37 AMann IUCLID
Learning & Insights f rom Biocides

Nmza[ctls"ﬁ New G.a

‘ =18l cl
iken Chem
19 June 2017

-

Learning & Insights from practising new chemical notification in China

Development of New Chemical Substance Management
Regulations in China

1994 MEP, MOC & China Custom issued “First Time
import chemical & Toxic chemical imp & exp
Environmental Management Rule”

2003 Decree 17 “Measures on the Environmental Management of
New Chemical Substances” issued and enforced

2010 Decree 7 updated version of “Measures on the
Environmental Management of New Chemical
Substances” enforced

Insights: 2011 Notice 12 “Grandfathering in
1.Moved from hazards evaluation to risk existing chemical before Decree 17

assessment

2.Moved from managing notification oriented 2015 Update Guidance on new chemical |
to surveillance oriented substance notification kicked off it

3.0pen & Continuously improve the
management approach

h Vincent Wang

2016 First batch of new chemical substance listed
and became Existing substance

Contents ;é Printer Friendly
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Learning & Insights from practising new chemical notification in China CHEMCON

ASIA 2017

Regulation Framework in China |

Law of Environment Protection (V.2015)

( National council |

|
: : P
SIS (i )( wer ) (won | (wor ) (moc ) (SAwS ) (Custom] ... (Aasia)
substance notification 7Y
[NDRC ][ scc || [ SFDA | SAC
HJ standards (New chemical risk 1

assessment and etc)

(eclgovorme )

fa Y
( Local EP | [ Local FDA | ..:[ Local AWS |

Local degrees, measures, standards

m Vincent Wang

Learning & Insights from practising new chemical notification in China CH EMCON

ASIA 2017

Regulation Framework in China Il

. . Level 4:
Insights: ) ) ) ) >1000 tons/y
1.Internal align on time, notification model —
and budget. Planning for surprises. Prepare Level 3:
. 100-1000 tons/y
buffering.
2.Communicate with SCC & testing lab Level 2: G | Notificati
closely on notification plan 10-100 tons/y eneral Rotification
3.Review & prepare waivers & risk Level1: | TTTTTTIT n
assessment report carefully 1-10 tonsly Polymer Simplified
LVE Notification
<1 ton/y Development
. ly for 2 S
Recording | Scientific Research & R&D, Intermedia, Only for 2 years
<100 kg/y Testing for Notification Export-only

000

m Vincent Wang
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Learning & Insights from practising new chemical notification in China @EIEM@@N

= ASIA 2017 5

New Chemical Substance Check & Confirm

“New chemical substance” applicable or not?!

Self-checking by IECSC.

Cross check alternative CAS# and structures

Check by different nominations, such as CAS# and Color index#
“Block-listed” polymers

Hydrates

Mixture listed?

Carbon chain covered by existing?

Ask SCC helping on checking!

WX bk W=

h Vincent Wang

Learning & Insights from practising new chemical notification in China @EIEM@@N
ASIA 2017 %

How to develop a notification strategy?

Review existing data to determine the data needed, be cautious on waiving. Always check with SCC first.
Conduct Solid Logic & utilize scientific “read-across” and QSAR data.

Classify the substance properly with supportive data or articulation.

Risk assessment shall be focusing on technical evaluation and practical “risk control measures”.

i . . . Expert Panel .
Internal Alignment & Dossier Preparation SCC review pert | ' MEP Review
Notification planning Review

Ealb ol e

—|
> Substance review Risk stes?ment || MEP issuing 1
cport .
Current data - certificate

N :

review

Business model eats First import record Risk control measure
review Notification Type submission/Annual || _ enforcement, passing
Testing Samplo report submission through SCM
—> Testing Plan —] stng samp —> Testing
notification

h Vincent Wang
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Learning & Insights from practising new chemical notification in China @EI]EM@@N

ASIIA 2017

Final points

1. Acknowledge and respect the culture & administrative differences and use local opinions
and approaches.

2. Keep open minded, understand mutual interests of the company and authority,
communicate transparently and efficiently.

3. The data requirement is only the basic requirements, so prepare for further questions and
requirements from the authority and expert panel.

4. Actively involve in the regulation development work, be constructive and supportive.

5. “China-REACH” will come!

h Vincent Wang
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Opportunities and Challenges of
Multinational Companies

Ann Ho, AICM

Abstract: Multinational companies faced opportunities and challenges at notification of new
chemical substance in China. Less workload of industry due to reduced administrative procedures and
more transparency shall be expected. There are still some challenges at requlatory compliance especially
due to data quality control and less communication with suppliers. Site inspections conducted by local
EPA may also put some difficulties for those certificate holders of new substances.

Opportunities

During the past two years, AICM had extensive
dialogues with policy makers, MEP, SCC, etc., to
promote a simplified and sound notification procedure,
reasonable data requirements at notification with
much clarified waiving conditions. The notification
practice shall avoid an overlapped management
among ministries. We will be still looking forward to
a sound management scheme with more transparency,
systemization and enforcement in future when we
try to understand the complexity of the chemical
substances.

We see more transparency of public consolation
process at development of guidance to notification
of new chemical substances and even in future
development of regulation. On April 1st, 2017,
MOF and NDRC issued the notice about the clear
up and regulate the batch of administration fees.
Then no registration fees shall be applied for
notification of new chemical substance. MEP, in
late Dec. 2016, issued a notice that there will be
no recommendation for eco-toxicological facilities
in China. Data owner obtained full responsibility of
data quality. By comparing with global practices,
national authorities are dedicated to work out a
simplified and sound notification procedure though
several rounds of public consolation process.

Challenges

From recent activities from MEP, and local EPA, we
will see some challenges faced for the moment.
Concerning the data quality issue, due to the notice
of MEP in the end of last year, there is no further
recommendation on the eco-toxicological testing
facilities in China, data owner shall be fully responsible
for the data quality. More options shall be available
for conduction of testing items. But site audit and
inspection shall be made by the enterprise to ensure
the test quality is under well control.

In early 2017, some multinational companies received
requests from local EPA in Shanghai for an inspection
and survey for feedbacks. It is the first time for local
EPA to conduct such inspection over enterprises having
certificates. So far, we see manufacturers, importers,
representatives, and certificate holders all received
such requests. Such inspections were conducted
by local EPA together with a third party. There
may have some concerns about the confidentiality
information protection. In case of any inconsistency
of interpretations of regulations between local EPA
and national authorities, it is recommended to double
check with authority. There is no result of inspection
issued to companies. It may have a prioritized
substances list subjected to inspection. It may affect
other areas. It is recommended that companies shall
have a smart tool for management of certificate to
ensure the regulatory compliance.

Contents
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Some suggestions to authorities and multinational
companies are made as below:

Authority:
Provide trainings to local inspectors, public, SMEs

Keep consistency of interpretations of local EPA
and MEP

Enterprises

Good communication over supply chain to ensure
regulatory compliance

CHEMCON
ASIA 2017

June 19, Monday

Keep notification information/certificates well
documented

Improve quality of test data

Monitor the regulatory updates at national level
and requirements at Local EPA.

Well control confidentiality business information.

ChemCon - Asia 2017 © Copyright 2017. HaskoningDHV Nederland B.V.
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INTERNATIONAL CONFERENCE ON CHEMICAL CONTROL

LEGISLATION & TRADE ASPECTS

Al K017 & M IUCLID
' Opportunities an a"enﬁﬁ:ﬁe
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Nn'H' aaii“n“ufhc‘ﬁ

)
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19 June 2017

l - W i1l
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" CHEMCON
Opportunities & C;hallen.ges . ASIA 2017 §)

Opportunities: Less administrative license is allowed in
China. A simplified and sound notification procedure shall
be expected.

Actions from AICM:

To promote a sound management, channeled by scientific and risk-based
dialogues

- Simplified notification procedure

- Resonable data requirements

- Much clarified waiving conditions
To avoid an overlapped management among ministries.

ChemCon - Asia 2017 © Copyright 2017. HaskoningDHV Nederland B.V. H
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CHEMCON

Opportunities & Challenges ASIA 2017

Opportunities:With extensive dialogues with policy
makers during the past 2 years, MEP, SCC, efc,

TSCA Order NO. 7th
LCSA *amends TSCA - 14 years experienced by MEP
- About 40 years later since the first - 3rd revision since 2003
version of TSCA in 1976 - Several rounds of discussion on draft guidance
to notification including WTO notification

Complexity, Transparency, Systemization and Enforcement

LCSA: Frank R. Lautenberg Chemical Safety for the 215t Century Act

Opportunities & Challenges CHEMCON
PP g ASIA 2017
Data Quality:

* No recommendation on Eco- + Data owner’s full
toxicological Testing facilities responsibility of data quality
from MEP, Dec. 12, 2016 «  Site audit/inspection applied

» Self-declaration can be
achieved online

* More options, more
competitors in the market

ChemCon ¥ Asia 2017 © Copyright 2017. HaskoningDHV Nederland B.V.
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Opportunities & Challenges

Site Inspections:

» Manufactuer/Importer, certificate
holders, only representative, of
new chemical substance with
certificates

+ 1st trial program in Shanghai,
March, 2017

* Local EPA, and a third party
involved in the inspection

CHEMCON
ASIA 2017

Confidentiality information

Interpretations of regulations at local
EPA

* Result of inspection

* May have prioritized substance
subjected to inspection

* May affect other areas

+ Smart tool for certificates
management, M&A, business
restructuring

Opportunities & Challenges

Our suggestions:
* Authority:

* Enterprises

- Improve quality of test data

Provide trainings to local inspectors, public, SMEs
- Keep consistency of interpretations of local EPA and MEP

- Good communication over supply chain to ensure regulatory compliance
- Keep notification information/certificates well documented

- Monitor the regulatory updates at national level and requirements at Local EPA.
- Well control confidentiality business information.

CHEMCON
ASIA 2017
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Ann Ho

Director of Industry Policy Advocacy Committee
AICM

Room 207, Tower W1, Oriental Plaza
No.1, East Chang An Ave.

Dong Cheng District

Beijing 100738, PR. China

Tel: (86 10) 8518 1893

Mobile: :(86)139 1028 2145

Fax: (86 10) 8518 1891

Email: annho@aicm.cn

Website: www.aicm.cn

Graduated from Tongji Medical University in public health in 1998, she has
been working as a certified doctor of public health in China-Japan Friendship
Hospital for 3 years. Then she received the master degree in chemistry
and environmental science from joint program of New Jersey Institute of
Technology and Rutgers, the State University of New Jersey, the United States.
She has worked as research assistant in the Polymer Processing Institute of
NJIT and got the “Gerson Scholarship” from Society of Plastics Engineers
(SPE) and was volunteer for Annual Technical Conference of SPE in May
of 2004. Before joining China National Chemical Information Center, she
worked as a chemist in Complete Analysis Laboratories, Inc. She has a few
papers published in the international conferences.

In 2007, Ms Ann Ho joined China National Chemical Information Center as
project manager in the Department of Chemical HSE Regulatory Affairs. Ann
joined with AICM since 2012 and channeled extensive dialogues between
industry and relevant stake holders regards to policy issues on chemical
management and other emerging issues during the past 5 years.
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Xiaojian Liu

No.1 Yu Hui Nan Lu, Chaoyang District,
Beijing 100029, PR.China

Tel: 86-10-84665574

Email: liuxiaojian@mepscc.cn

| have been working in the Solid Waste and Chemical Management Center,
MEP as an engineer since 2010. | have 7 years of experiences on new
chemical management legislation and notification dossier verification. | have
participated in drafting eco-toxicological test method of the "Guidelines for
Testing of Chemicals" and have been involved in a number of chemicals
environmental management research projects. Now I'm responsible for the
new chemical substance notification guidance documents revision.
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Vincent Wang

Head of Regulatory, Marketing & Communication
Milliken & Company, Asia-Pacific

Vincent Wang became Asia Head of Regulatory Affairs for Milliken Chemical
Asia-Pacific in 2010. In this role, Vincent is responsible for all the compliance,
regulatory affairs, product stewardship and EHS related functions for Milliken

Chemical in Asia. He also leads various programs working with government,
agents, associates, standard committee and NGOs to actively involve in the
advocacy.

In to his current position, Vincent is also managing communication and
marketing for Asia-Pacific region. He also have SCM management expriences.

During the 7 years before joining Milliken Chemical, Vincent works as R&D
Scientist and Product Stewards for Clariant and Bayer MaterialScience.

Vincent holds Chemical Engineering degree in Tianjin University and EMBA
degree with Olin Business school of Washingtong Unversity in St. Louis.
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New Chemical Notification in China

Xiaojian Liu, Solid Waste and Chemical Management Center, MEP, China

Abstract: Decree No.7 and the Guidance for New Chemical Substance Notification and Registration has
been implemented for 5 years. Since then a significant number of new chemical substance have been
through this process. In this paper, some requirements need attention in notification are introduced.

A. Wise choice of notifier

Only China local direct importer or manufacture and
direct exporter located out of China could be the
notifier, but the one who has multiple commercial
directions in the supply chain be the notifier is smart.
More information can be got form Q&A on website of
MEPSCC, e.g. Q&A 23, 24, 25.

B. Data requirements

Data requirements, including the data
minimum data recommended and exemptions are
the hard core of the guidance. The notifier should
be aware of the consistency of the substance notified
and the test item. The minimum data requirements
doesn’t mean entire data, more testing or data may
be proposed by the authority, if available date shows
further research should be considered. Specific testing
data may be waived according to specific conditions
for the substance notified.

resource,

Besides, special data requirements, e.g. eco-toxicity
testing performed within the territory of China,
can’t be ignored. Aquatic organism toxicity, for each
tonnage level increase, at least one test listed in the
minimum data of increased tonnage is required, which
means the quantities equal to the levels.

C. Accreditation of test institution

A notice on the regulation of chemical testing
institutions was published in Dec.28, 2016. First, the
review and announcement system for chemical testing
institution has been abolished. MEP no longer reviews
and publishes list of testing institutions, however,
qualification of measurement certification(CMA)
should be obtained by institution who provide data
for new substance notification. Physical-chemical
properties and toxicity test institution should comply

with requirements of Regulations on the Safe
Management of Hazardous Chemicals(Order No.591)
and relevant regulations. Eco-toxicological properties
test institution shall make self-examination and self-
declaration for GLP. Now, 14 test institutions has made
self-declarations on the website of MEPSCC.

D. Modification of information on registration certificate
Modification of information on registration certificate
could be divided into two categories (please refer to
the tables on the next page), depend on the risk caused
by the change of information.

Changes of use, type of activity, Management
category, hazard classification, risk control measure
and tonnage level could increase the environmental
risk, so it's reasonable that these changes should be
assessed by expert committee. The detailed categories,
requirements, procedures are listed in the above tables.

E. Procedure and timeline

The whole time of regular notification that notifier
obtain certificate after procedure of dossier review,
expert review, publicity and announcement, approval,
is 25 working days plus 60 calendar days. The whole
time of simplified notification is 25 working days,
and more 30 calendar days depend on the case that is
special or basic. The notifier could begin to carry out
activities of new chemical substance, once the SRRN
dossier has been submitted.

F. List into the inventory

Substances of normal notification registered in Decree
No. 17 and of regular notification registered in Decree
No. 7 can be listed into inventory(IECSC). There were
already 31 substances listed into IECSC last year. But the
review procedure may need to be confirmed.
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G. Statistics of registration new chemical substances actively. But the same time,
Graphs show the statistics of registration from 2010 authorities also face big challenge of compliance and
to 2016. More and more companies have realized supervision.

the importance of compliance, and have notified

requirements procedure
Change registered quantity * Statement of reason
within a level * Submit application for changes
Change identification
information of substance * Statement of reason _
_ * Submit application and evidence for .
Change owner of certificate changes Dossier
(Change of corporate name) review
Change owner of certificate  * Statement of reason MEP
(change of legal entities) * application and evidence for changes
. . approve

submitted by new owner and notifier
Change owner of certificate jointly
(change of local agent) * New appointment and identity of new

agent

* Termination of original agreement

requirements procedure

Change the use (general and

hazardous new chemical * Statelpent o.frea.lson
substances) *  Submit app_hcanon for changes

o » Increased risk control measures Dossi
Change type of activity ossier

review

= New notification form, increased data and
Change Management category

eV risk assessment report
e fionts . ent _ Expert
(hazard classification ) » Submit application evidence for changes

review
. » New risk assessment report
Clbarass e E0MITD, (METTises Submit application evidence for changes MEP
approve

change tonnage level ] ]
* Submit required supplementary data
Change the use (Key Hazardous - Re-notifiy

New Chemical Substance)
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INTERNATIONAL CONFERENCE ON CHEMICAL CONTROL
(§) LEGISLATION & TRADE ASPECTS

New Chemical‘N‘o‘,ﬁéatiorﬂ[bcmes
China, o7 GHS
Notlfication |

19 June 2017

. P SPTRN : CHEMCON
New Chemical No.tlflcatlgn in C.hlna . ASIA 2@17

Who can be notifier?

-China local direct importer or manufacture
-Direct exporter(including seller or manufacture) located out of China

w .:
| Outside the country |
[N

),
G

For more information, see Q&A 23, 24, 25 " 1 i

m Xiaojian Liu
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New Chemical Notification in China ASIA 2017

Data Requirements:

* Consistency of notified substances and test Item ;
* Minimum Data requirements # Entire Data;

» Statement of data waiving;

m Xiacjian Liu

New Chemical Notification in China CHEMCON
ASIA 2017
Level 1 Level 1
Alga/Daphnia/fish acute toxicity Ready biodegradation
Or Or

Earthworm acute toxicity Inherent biodegradation

(if aquatic test already run an
water insoluble)

(if ready biodegradation already

run and negative)

Level 2 Level 3&4
14d prolonged toxicity to fish Chronic toxicity to fish
Or (210,212,215)

Daphnia reproduction toxicity Or
0 Seed germination & root elongation
r

. . (if chronic test already run and
Bioaccumulation(fish)

water insoluble)
m Xiaojian Liu
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Domestic test institue |
« CMA

* Physical-chemical properties and

toxicity test institution:
Comply with requirements of Regulations —
on the Safe Management of Hazardous
Chemicals and relevant regulations; * Physical-chemical properties and
toxicity test institution: N/A

* Eco-toxicity test institution:

self-examination & self declaration for ¢ Eco-toxicity test institution:

GLP Be accredited by their own national
authorities or comply with the GLP
standards.

m Xiacjian Liu
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New Chemical Notification in China ASIA 2017

¢ DA R o B A PR 5

#FSRAEER B TRRR- AHENR

s || BB o il
E R S ] LAREAM
I SEDE R IRAT SSRGS R, (M2 6HIS el B b S AR SRt 2 [2017-04-14]
- T A TR S A IR A T B I S IR IS AL SRR (EA) FRRRE (S SRS S Ea [2017-04-171
FINEHHTIATFRIE F 2 SAYIE AL FLESRIPRATHEIL BRI () AR CRE) SRR S e R [2017-04-19]
SRR PSR A SR SR Sk TS SRR b AR, ([E7) FERRIE (BE) AR b A [2017:04-15]
- BT L 55 IR B ARSI SIS T BT () FERREE (M) MRSt [2017-04-24]
P HEERE AT L BT ST S S % KR E I SRS I PR, (A R (I5T) 4F [2017-04-241
AR A IR AT R SRIPRIHTE FARLE (IR MU SR i SR L TR /AR M S ST 0 [2017-04-26]
LSRR IR AT S S e AR A SRR A R (A RN CRUE) MG SRS [2017-04-26]
- LTI BRI L A IO R I S PRSI I PRI, (EA) FRARIE (BUE) SRS I R, [2017-04-27]
AR AREETAA T SHRAEAT B () SIS NS R I E L 6 R R B D [2017-04-28]
PR R E ST R G LS PR (R R NSO B (B ARS M o [2017-04-28]
LS RTEAS R R A T AT S ekt RSP SRS R R, () FEARIE (BRE) SEEIE MM BN [2017-05-09]
- L TR R A TR S T L CARATE A I SRITRACHS I R (ED B () SIS 12017-05-10]

B o http://www.mepscc.cn/tabid/407/Default.aspx
lagjian Liu
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New Chemical Notification in China CHEMCON
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- EEEEAR J - 108 WL ARR_LHEEEE)
- AR SR & &R (HPLC) fAELEEFNiTARIT. ..
- HitAR - 111 SPHIEHE M RERER
- EESEEEAINEIEIE
= 201 EESELE SIS
- 202 EESEEShNSRRDE
- EXatEsiE
- 203 EEBEHEEE
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1| SRR EE (T uv 2800 1 =
2 FERBREE % (LC-MS/LC-MS-MS) Triple quad 3500 1 B
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] .. i CHEMCON
New Chemical Notification in China ASIA 2017

New chemical

Dossier preparation Dossier review
substance affirmance prep

@ Registration

publicity and

Expert review Registration
announcement
DO sy s
Basic:
25 working days + 30days
25 working days + 60 days Begin after submission
Special:
25 working days

m Xiaojian Liu
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Change registered quantity
within a level

Change identification
information of substance

Change owner of certificate
(Change of corporate name)

Change owner of certificate

New Chemical Notification in China CHEMCON

ASTA 2017

Information change on certificate

Statement of reason
Submit application for changes

Statement of reason
Submit application and evidence for

changes . .
g Dossier review

Statement of reason

(change of legal entities) * application and evidence for changes MEP approve
submitted by new owner and notifier
Change owner of certificate jointly
(change of local agent) e New appointment and identity of new
agent
e Termination of original agreement
m Xiacjian Liu
New Chemical Notification in China CHEMCON
ASIA 2017

Change the use(general and
hazardous new chemical
substances)

Change type of activity

Change Management category
(hazard classification )

Change risk control measures

change tonnage level

Change the use(Key Hazardous
New Chemical Substance)

m Xiaojian Liu

L]

Statement of reason
Submit application for changes
Increased risk control measures

New notification form, increased data  Dossier review
and risk assessment report
Submit application evidence for changes Expert review

New risk assessment report

. .. . MEP approve
Submit application evidence for changes

Submit required supplementary data
Re-notifiy

ChemCon ¥ Asia 2017 © Copyright 2017. HaskoningDHV Nederland B.V.
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List into the inventory
‘ NO.17 Decree
[Normal Notification]
5 Years
‘ NO.7 Decree » List into the IECSC
( /
Regular Notiﬁcation]
Simplified Notification ] E— x
S&R Record Notiﬁcation]
m Xiaojian Liu
New Chemical Notification in China CHEMCON

ASIA 2017

Listing of registered substances in the IECSC ’

31 substances has been (registered FRRFBLL
under MEP order NO.17) announced
and listed in the IECSC

EENEFENS

*THR CHERELFIRER) BT

31 substances:

* 12 claimed to be confidential;

+ 19 un-confidential.

= RS
NIEEFIR

m Xiaojian Liu
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New Chemical Notification in China @HEM@©N
O

ASIA 2017

600
' it 500
250 400
300
200
200
0
100 2011 2012 2013 2014 2015 2016
50 = Approved
5000
. —
o 4000
2011 2012 2013 2014 2015 2016
3000 — T M— e
m Approved(notifications) m Approved|certificates) 2000
. J 1 P11 Rl Rl
1000 — — —
J 4
o

2011 2012 2013 2014 2015 2016

m Approved

m Xiacjian Liu
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Challenge

m Xiaojian Liu
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Learning & Insights from Practising
New Chemical Notification in China

Vincent Wang
Milliken Chemical

CEHEMECON gt B, oot
ASTA 2017 Mann IUCLID
Learning & Insight:

NoSTTRC A oR'

Learning & Insights from practising new chemical notification in China

Development of New Chemical Substance Management
Regulations in China

1994 MEP, MOC & China Custom issued “First Time
import chemical & Toxic chemical imp & exp
Environmental Management Rule”

2003 Decree 17 “Measures on the Environmental Management of
New Chemical Substances” issued and enforced

2010 Decree 7 updated version of “Measures on the
Environmental Management of New Chemical
Substances” enforced

Insights: 2011 Notice 12 “Grandfathering in
1.Moved from hazards evaluation to risk existing chemical before Decree 17

assessment

2.Moved from managing notification oriented 2015 Update Guidance on new chemical £
to surveillance oriented substance notification kicked off e |

3.0pen & Continuously improve the
management approach

h Vincent Wang

2016 First batch of new chemical substance listed
and became Existing substance
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Regulation Framework in China |

Law of Environment Protection (V.2015)

( National council |

|
: : P
SIS (i )( wer ) (won | (wor ) (moc ) (SAwS ) (Custom] ... (Aasia)
substance notification 7Y
[NDRC ][ scc || [ SFDA | SAC
HJ standards (New chemical risk 1

assessment and etc)

(eclgovorme )

fa Y
( Local EP | [ Local FDA | ..:[ Local AWS |

Local degrees, measures, standards

m Vincent Wang

Learning & Insights from practising new chemical notification in China CH EMCON

ASIA 2017

Regulation Framework in China Il

. . Level 4:
Insights: ) ) ) ) >1000 tons/y
1.Internal align on time, notification model —
and budget. Planning for surprises. Prepare Level 3:
. 100-1000 tons/y
buffering.
2.Communicate with SCC & testing lab Level 2: G | Notificati
closely on notification plan 10-100 tons/y eneral Rotification
3.Review & prepare waivers & risk Level1: | TTTTTTIT n
assessment report carefully 1-10 tonsly Polymer Simplified
LVE Notification
<1 ton/y Development
. ly for 2 S
Recording | Scientific Research & R&D, Intermedia, Only for 2 years
<100 kg/y Testing for Notification Export-only

000

m Vincent Wang
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Learning & Insights from practising new chemical notification in China @EIEM@@N

= ASIA 2017 5

New Chemical Substance Check & Confirm

“New chemical substance” applicable or not?!

Self-checking by IECSC.

Cross check alternative CAS# and structures

Check by different nominations, such as CAS# and Color index#
“Block-listed” polymers

Hydrates

Mixture listed?

Carbon chain covered by existing?

Ask SCC helping on checking!

A S A U e

h Vincent Wang

Learning & Insights from practising new chemical notification in China @EIEM@@N
ASIA 2017 %

How to develop a notification strategy?

Review existing data to determine the data needed, be cautious on waiving. Always check with SCC first.
Conduct Solid Logic & utilize scientific “read-across” and QSAR data.

Classify the substance properly with supportive data or articulation.

Risk assessment shall be focusing on technical evaluation and practical “risk control measures”.

i . . . Expert Panel .
Internal Alignment & Dossier Preparation SCC review pert | ' MEP Review
Notification planning Review

Ealb ol e

—|
> Substance review Risk stes?ment || MEP issuing 1
cport .
Current data - certificate

N :

review

Business model eats First import record Risk control measure
review Notification Type submission/Annual || _ enforcement, passing
Testing Samplo report submission through SCM
—> Testing Plan —] stng samp —> Testing
notification

h Vincent Wang
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Learning & Insights from practising new chemical notification in China @EIEM@@N

ASIIA 2017

Final points

1. Acknowledge and respect the culture & administrative differences and use local opinions
and approaches.

2. Keep open minded, understand mutual interests of the company and authority,
communicate transparently and efficiently.

3. The data requirement is only the basic requirements, so prepare for further questions and
requirements from the authority and expert panel.

4. Actively involve in the regulation development work, be constructive and supportive.

5. “China-REACH” will come!

h Vincent Wang
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Opportunities and Challenges of
Multinational Companies

Ann Ho, AICM

Abstract: Multinational companies faced opportunities and challenges at notification of new
chemical substance in China. Less workload of industry due to reduced administrative procedures and
more transparency shall be expected. There are still some challenges at requlatory compliance especially
due to data quality control and less communication with suppliers. Site inspections conducted by local
EPA may also put some difficulties for those certificate holders of new substances.

Opportunities

During the past two years, AICM had extensive
dialogues with policy makers, MEP, SCC, etc., to
promote a simplified and sound notification procedure,
reasonable data requirements at notification with
much clarified waiving conditions. The notification
practice shall avoid an overlapped management
among ministries. We will be still looking forward to
a sound management scheme with more transparency,
systemization and enforcement in future when we
try to understand the complexity of the chemical
substances.

We see more transparency of public consolation
process at development of guidance to notification
of new chemical substances and even in future
development of regulation. On April 1st, 2017,
MOF and NDRC issued the notice about the clear
up and regulate the batch of administration fees.
Then no registration fees shall be applied for
notification of new chemical substance. MEP, in
late Dec. 2016, issued a notice that there will be
no recommendation for eco-toxicological facilities
in China. Data owner obtained full responsibility of
data quality. By comparing with global practices,
national authorities are dedicated to work out a
simplified and sound notification procedure though
several rounds of public consolation process.

Challenges

From recent activities from MEP, and local EPA, we
will see some challenges faced for the moment.
Concerning the data quality issue, due to the notice
of MEP in the end of last year, there is no further
recommendation on the eco-toxicological testing
facilities in China, data owner shall be fully responsible
for the data quality. More options shall be available
for conduction of testing items. But site audit and
inspection shall be made by the enterprise to ensure
the test quality is under well control.

In early 2017, some multinational companies received
requests from local EPA in Shanghai for an inspection
and survey for feedbacks. It is the first time for local
EPA to conduct such inspection over enterprises having
certificates. So far, we see manufacturers, importers,
representatives, and certificate holders all received
such requests. Such inspections were conducted
by local EPA together with a third party. There
may have some concerns about the confidentiality
information protection. In case of any inconsistency
of interpretations of regulations between local EPA
and national authorities, it is recommended to double
check with authority. There is no result of inspection
issued to companies. It may have a prioritized
substances list subjected to inspection. It may affect
other areas. It is recommended that companies shall
have a smart tool for management of certificate to
ensure the regulatory compliance.

=
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Some suggestions to authorities and multinational
companies are made as below:

Authority:
Provide trainings to local inspectors, public, SMEs

Keep consistency of interpretations of local EPA
and MEP

Enterprises

Good communication over supply chain to ensure
regulatory compliance

CHEMCON
ASIA 2017

June 19, Monday

Keep notification information/certificates well
documented

Improve quality of test data

Monitor the regulatory updates at national level
and requirements at Local EPA.

Well control confidentiality business information.
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Opportunities: Less administrative license is allowed in
China. A simplified and sound notification procedure shall
be expected.

Actions from AICM:

To promote a sound management, channeled by scientific and risk-based
dialogues

- Simplified notification procedure

- Resonable data requirements

- Much clarified waiving conditions
To avoid an overlapped management among ministries.
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CHEMCON

Opportunities & Challenges ASIA 2017

Opportunities:With extensive dialogues with policy
makers during the past 2 years, MEP, SCC, efc,

TSCA Order NO. 7th
LCSA *amends TSCA - 14 years experienced by MEP
- About 40 years later since the first - 3rd revision since 2003
version of TSCA in 1976 - Several rounds of discussion on draft guidance
to notification including WTO notification

Complexity, Transparency, Systemization and Enforcement

LCSA: Frank R. Lautenberg Chemical Safety for the 215t Century Act

Opportunities & Challenges CHEMCON
PP g ASIA 2017
Data Quality:

* No recommendation on Eco- + Data owner’s full
toxicological Testing facilities responsibility of data quality
from MEP, Dec. 12, 2016 «  Site audit/inspection applied

» Self-declaration can be
achieved online

* More options, more
competitors in the market
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Opportunities & Challenges ASIA 2017

Site Inspections:

« Manufactuer/Importer, certificate * Confidentiality information

holders, only representative, of Interpretations of regulations at local
new chemical substance with EPA

certificates .

 1st trial program in Shanghai, .
March, 2017

* Local EPA, and a third party .
involved in the inspection

Result of inspection

May have prioritized substance
subjected to inspection

May affect other areas

+ Smart tool for certificates
management, M&A, business
restructuring

— CHEMCON
Opportunities & Challenges ASIA 2017

Our suggestions:

* Authority:

Provide trainings to local inspectors, public, SMEs

- Keep consistency of interpretations of local EPA and MEP

* Enterprises

- Good communication over supply chain to ensure regulatory compliance

- Keep notification information/certificates well documented

- Improve quality of test data

- Monitor the regulatory updates at national level and requirements at Local EPA.
- Well control confidentiality business information.
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