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Seminar on the Current Status of SAICM Implementation
Tokyo, 12 March 2008

Reviewing the Chemical
Substances Control Law (CSCL)

Eisaku TODA
Director, Chemicals Evaluation Office
Ministry of the Environment, Japan
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Key Message from SAICM
— WSSD 2020 Goal —

To achieve, by 2020,

that chemicals are used and produced in ways that
lead to the minimization of significant adverse
effects on human health and the environment,

using transparent science-based risk assessment
procedures and science-based risk management
procedures,

taking into account the precautionary approach, as
set out in principle 15 of the Rio Declaration on
Environment and Development
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Achievement of 2020 Goal
European Approach

Apr 1998 Council of Environment Ministers requested
the improvement of the chemicals management policy

Feb 2001 European Commission White Paper “Strategy
for Chemicals Management Policy”
— Little progress in the assessment of existing chemicals

« Little information for risk assessment of approx. 100,000 existing
substances

« Slow progress in the assessment of 109 (now 141) priority
substances

— Obstacle to innovation
— Announced the introduction of REACH

May 2003 European Commission published the draft
REACH regulation (Internet Consultation)

Dec 2006 European Parliament and European Council
approved the Regulation

Jun 2007- Stepwise enforcement
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EU REACH

Regulation of the European Parliament and of the Council
concerning Registration(R), Evaluation(E), and Authorization (A)
of Chemicals (CH) and restriction

< Registration required for all new and existing chemicals placed on the
market.

— More than 1t/year: Manufacturer/importer are required to register the chemicals
and the uses (Final Registration Deadline:in 2018)

— More than 10t/year: Manufacturer/importer are required to conduct risk
assessment for each use

< Authorisation and restriction system for substances of very high concern

— Restriction for substances which need risk reduction measures (succeeds the
former legislation)

— Establish new authorisation system for CMRs, PBTs etc

« Strengthen the flow of chemicals-related information along the supply chain
— Provide safety assessment information using SDS (more than 10t/year)

— Downstream users provide upstream suppliers with uses and exposure
information
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Schedule of Registration

Preparing establishment of European
Pre-registration of existing chemicals

Chemicals Agency

Jun. Tst,  Jun. 1st, Dec. 1st, Nov. 30th, May 31th, May 31th,
2007 2008 2008 2010 2013 2018 .
In case that pre-registration are not [0 : need only hazard assessment
implemented, it is treated as new I : need both hazard and risk assessment
chemicals.
Reference: REACH in brief
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Regulatory Action by REACH (Note: exclude those related to supply chain)
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Achievement of 2020 Goal
North American Approach

US HPV (High Production Volume) Chemicals
Challenge Program

o Started in 1998

» Information of 2,200 existing chemicals has been provided by industry
on a voluntary basis

e Mar. 2006, published test rules for 17 substances (later, withdrew one
substance) based on TSCA Article 4, and required
manufacturers/processors to implement the test of screening-level.

« Aug. 2006, published report rules for 243 substances (later, withdrew
35 substances) based on the Article 8 (a) and (b), and required
manufacturers/importers to report on explosion information and
information of toxicity.

e Sep. 2007, Outcomes of HPV Challenge Program: published the
summary information of hazardous on 101 chemicals among
substances whose hazardous information were collected by sponsors.
— http://www.epa.gov/hpv/
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Canada: Chemical Management Plan

* In Dec. 2006, completed categorization of
23,000 chemicals. In addition, identified 4,000
chemicals required additional measures.

* The government has divided up 193 high priority
chemicals into 12 batches, required the industry
to provide information based on the section 71
of the Canadian Environmental Protection Act,
i’:md Iconducted risk assessment of screening-
evel.

» Develop risk management measures over the
next three years.

 http://www.chemicalsubstanceschimiques.gc.ca/
en/index.html
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Regional Co-operation in North America

1995 North American Commission for Environmental
Cooperation (Canada, U.S. and Mexico): started Sound
Management of Chemicals (SMOC) program

2006 Established CEC Strategy toward 2020

2007 Leaders’ Summit (Montebello, Canada):

Agreements on the program to achieve the 2020 goals

~-

Canada: Categorization and Chemical Management Plan
U.S.: Approaches toward High Production Volume Program

and Moderate Production Volume Substances

committed to assess 9,000 chemicals produced more than 25,000 pounds
(11t) annually and take the necessary measures by 2012.

Mexico: Established Inventory of Chemical Substances
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Development of Japanese Chemicals

Management Policy

1973 Chemical Substances Control Law (CSCL) enacted (ban on
production and use of PCBs, pre-marketing evaluation of new
chemicals)

1986 CSCL amended (regulation on chlorinated organic compounds etc)
1994 First Basic Environment Plan introduced the notion of environmental

risk
1999 PRTR and MSDS Law enacted
2003 CSCL amended (introduced regulation based on ecological risk)
2005 Japan HPV Challenge Programme

2006 SAICM adopted

2006 Third Basic Environment Plan presented approached to achieve the

2020 goal
After 2007 Review of PRTR Law
After 2009 Review of CSCL
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Chemical regulations in Japan
Exposure /Chemical Substances Control Law A /Poisonous\ /Agricultur-\
via the O Ban on production and use of PBT substances and al
Environ- O Restriction and labelling of persistent and toxic substances Deleterious || Chemicals
ment (@] Not?f!cat!on of productiqn of substances pf concern ) Substances || Regulation
\O Notification and evaluation of new chemicals for PBT properties _J | Control Law
Law -Evaluation
Chemical Management Law - Regulates || of toxicity,
O Register of releases and transfer of hazardous substances production persistence
O Material Safety Data Sheet and use of etc. when
(Ai - - poisonous licensing
Air Pollution Control Law, Water Pollution Control Law, etc. and agricultural
O Environmental Quality Standards to protect human health and the env deleterious chemicals
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- 7 - Material -Regulation
safety data - ontheuse |-
sheet of
Consumer (pharmaceutical Affairs Law - Regulates agricultural
exposure O Licensing of production and use of pharmaceuticals, cosmetics, etc. the disposal chemicals
of these
Food Sanitation Law substances
O Standards and labeling for food and food additives.
Law for Controlling Household Products Containing Harmful
Substances
Occupa- Industrial Safety and Health Law
K O Ban on the production and use of substances harming workers’ health
tional O Authorisation, labeling and MSDS for potentially harmful substances
Exposure O Evaluation of mutagenicity of new chemicals L AN )
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Chemical Substances Control Law (CSCL)

eEnacted in 1973
(two major amendments in 1986 and 2003)
+ Originally aimed to prevent pollution of environment
from PCBs and similar hazardous chemicals
- Later incorporated measures against less harmful
substances and ecotoxic substances
¢ Two major features:
- pre-marketing evaluation of new chemicals
- regulation on manufacture/import and use of

specified chemicals

eExcludes specific chemicals covered by other regulations e.g.
agrochemicals, pharmaceuticals, food, fertilizer

o Three Ministries are in charge: MHLW, METI, MOE
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Types of chemicals regulated under CSCL

Name Properties Regulation No. of
substances

Class-I Specified Persistent, bioaccumulative, | Virtual ban on 16
Chemical and hazardous (long-term priduction and
Substances human toxicity or ecotoxicity | use

to higher predators.

Class-Il Specified | Persistent, hazardous (long- | Restriction of 23
Chemical term human toxicity or production and
Substances ecotoxicity to living use (limiting

organisms), with concern for | production
long-term existence in the volume,
environment. labelling etc)

Type-l Monitoring Persistent and bioaccumulative, | Reporting on 36
Chemical but hazardous properties production
Substances unknown. (Candidates for the volume

Class-1 Specified Chems.)

Type-Il and Il Candidates for the Class-II Reporting on Type Il
Monitoring Specified Chems. (Type Il on production 876
Chemical health, type Ill on environment) | volume Type Ill 61
Substances
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Investigation of existing chemicals

In accordance with the Diet resolution at the enactment of CSCL, the
Government has conducted the investigation of existing chemicals, and decided
whether specific chemicals should be listed as specified, monitoring or non-
regulated substances

By FY 2006, 1525 substances have been tested for persistence and
bioaccumulation, 315 substances for human (mammalian) toxicity, and 485
substances for ecotoxicity

Japan HPV Challenge Programme

The Diet resolution at the 2003 amendment of CSCL requested the promotion of
investigation on existing chemicals in co-operation between the Government and
industry. Based on this, the Japan HPV Challenge Programme started in June
2005.

Industry was invited to volunteer as sponsors who investigate the safety of 160
substances, selected from 665 substances with annual national production
volume more than 1000t, as those not under existing initiative for safety
assessment

Sponsors will collect information similar to the OECD HPV Chemicals
Programme, and the Government will disseminate the information to the public in
the form that can be easily understood.

Sponsors have been registered for 81 chemicals by the end of FY 2007. Interim
assessment of the programme will be conducted in 2007.
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Review of Chemical Management Policy

Schedule of legislative review

* PRTR Law: To be reviewed 7 years after the entry into force
(in 2007)

 CSCL: To be reviewed 5 years after the entry into force of
the 2003 Amendment of CSCL

Nov. 2006, Consult the Central Environment Council on
the future policy for the environmental chemicals
management

— Joint deliberation with the Industrial Structure Council
Aug. 2007, Interim report on the review of PRTR Law
Jan. 2008, Started the deliberation for CSCL

— Joint deliberation with the Health Science Council and
Industrial Structure Council
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Key Points of Reviewing CSCL (1)
Chemicals management based on life cycle approach

* How should we promote the risk-based management of
chemicals to achieve the WSSD 2020 Goal?

— Management system taking into account the life cycle of
chemicals

— Measures for the essential uses of highly hazardous
chemicals

* What kinds of information should be communicated
through the supply-chain, to what extent?

— Tools and methodologies for communication on chemicals
management through the supply-chain (e.g. Material Safety
Data Sheet (MSDS))

v' Car Industry International Material Data System (IMDS) http://www.mdsystem.com/html/ja/home_ja.htm

v' Japan Article Management Promotion-consortium (JAMP) : Information Distribution through TMSDS plus]
and TArticle Information Sheet] http://www.jamp-info.com/

— Management of substances of high concern through the
supply chain (including measures for substances contained in
articles)
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Key Points of Reviewing CSCL (2)
How to accelerate risk assessment

» How should the risk assessment conducted within CSCL
framework? What types data (e.g. hazard and exposure
information) should be collected for risk assessment?

» How should these data be gathered, considering the
international harmonization and confidential business
information?

— Objectives of risk assessment and its scope, the
government’s role

— Types of hazard data (e.g. SIDS/GHS) and the method
for their collection

— Types of exposure information (e.g. production volume,
use information) and the method for their collection

— Handling of the confidential business information
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Key Points of Reviewing CSCL (3)
Improving Hazard Assessment
Methods for New Chemicals

» What aspects should be improved for the evaluation of
new chemicals under CSCL from the viewpoints of
promoting prevention of environmental pollution,
international harmonization, and rationalization?

— Exemption for low production volume chemicals and
intermediates

— Assessment of polymers on low concern

— Disclosure of the results of hazard assessment (including the
names of substances)

— Application of QSAR/category approach in the assessment
— Consideration of environmental persistence
— Nanomaterials
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HRIEFEMEBEE D/ N\ —FEAE

s ILEEZOHRILEVEEEFEL., IREFED
FKARMHIEZREYDD, EFESIL-5EBILZXSHER
RNBEDIILHER . HERNHLIM,

- LEFRERFE. EEXEEE~DEH. TR EHESR
FIEDNDEYA

- EEMHBSOERNVRII—DEEDHEYA

- NY—FEHEZERORT MWEDELMLTESD)

- BEIZEFAQSAR-ATI)—7T0—FDOEH

- REDPAQOKREUEEMRICETEIERA

— F/TOMHEOERKL

18



Document/& %} 3

Key Points of Reviewing CSCL (4)
Future chemicals management system

What national policy is needed in order to properly manage
chemicals (including existing chemicals) in line with
international framework?

What role should CSCL play in order to ensure effective and
efficient collection of hazard/exposure information, risk
assessment and risk management by the government (e.g.
prioritization and listing of priority chemicals)?
— Long-term road map for risk assessment and management taking into account
the 2020 Goal
— How to proceed risk assessment for chemicals on the market including existing
chemicals (e.g. prioritization for risk assessment, reconsider the system for
“monitoring chemical substances”, evaluation of Japan HPV Challenge
Program and its future)
— Sound risk management measures for substances of high concern
— Dissemination of information related to the risk of chemicals
— Co-ordination between CSCL and PRTR/MSDS Law (e.g. sharing the lists of
chemicals subjected to management measures, possibility of the best-mix
between regulation and voluntary management)
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Future Schedule

31 Jan 2008 1st Joint Committee
19 Feb 2008 1st Joint WG
27 Mar 2008 2" Joint WG

WG to be held every 1-2 months to sort out the issues to
be discussed

After WG meetings, Joint Committee will put together the
direction for the review of Chemical Substances Control
Law

Meeting documents are made available through the
websites of the three ministries

http://www.env.go.jp/council/ (Central Environment
Council)
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Thank you for your attention

CHERHYNESITETNVELE,
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