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Situating the Canadian effort
With Other Efforts

e Canada’s effort represents a useful “start” at the international

level given that its categorization of 23,000 existing industrial
chemicals accounts for approximately one quarter of industrial
chemicals in commerce globally

e European nations account for some 38% of world chemical

production in 1998 as represented by perhaps 70,000
chemicals of the 100,000 registered in commerce within EU
nations (i.e. REACH)

The United States has the second largest number of registered
existing industrial chemicals. In 1999, it generated 28% of
world chemical production, accounting for 70,000 registered
in-use chemicals as defined under its Toxic Substanc

Control Act
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How Does the Canadian

Domestic
Requirements

Canada has:

« Under the Canadian
Environmental Protection
Act CEPA 1999, the
government was required to
categorize within seven
jears (i.e., by 14 September
2006) all chemicals on the
DSL list

« As a result, developed a
relatively comprehensive
information base on almost
23,000 industrial chemicals
« Only country thus far

Linking to
International
Commitments

Recognizing:

* Resource-intensive
nature of risk assessment
and management;

* Many countries lacked
adequate technical
expertise needed to
assess health and
environmental risks;

« Agenda 21
recommended the
strengthening and
expansion of programs on
chemical risk assessment

initiative fit?

Sharing
Results for
Global Benefit

Canada'’s contribution
chemical categorizatiol

« Making information from the
Canadian categorization
exercise publicly available

« Showing applicability to
other countries

« Helping to focus scarce
resources in chemical
inventories

« Helping to identify risk
management priorities
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What is the DSL?

The Domestic Substances List (DSL), was created by directing
Canadian manufacturers, importers and users of chemicals to
report to the government chemicals that were:

— in Canadian commerce, or
— used for manufacturing purposes, or

— manufactured in or imported into Canada in a quantity of
100 kg or more in any calendar year between 1 January 1984
and 31 December 1986.

Some 23,000 substances identified
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Percentage Breakdown of Chemical
Groups
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Reported Uses for DSL Chemicals in

Commerce in 1986

SECTOR

Other Industrial Uses

Chemical Intermediate

Paint/Coating Additive

Surfactant/Detergent

Other

Colourant-Pigment/Stain/Dye/Ink

Polymers

Fragrance/Perfume/Deodorizer/Flavouring Agent

Formulation Component
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CEPA Definition of Toxic

. Require
CEPA Toxic Substance Specialu(l:o:trol

Measures

effect on the
environment or its
biological activit

A substance is entering or may enter the environment in a quantity
or concentration or under conditions that

CEPAIC & B ZHDEE

CEPADEET 3= M

DE

LA EFH-TEORE. R TREIZEAT D,
BAT SAREIEDHENEZENE L TES




Document/&#} 7 2008/3/17

Criteria Applied in The
Catggorization Initiatiue

Human
Health
Criteria

Ecological
Criteria

* Hazard characteristics (based on “weight of evidence”) included
carcinogenicity, reproductive toxicity, developmental toxicity,
respiratory sensitization
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Ecological Criteria:
Quick reference slide only

Persistence is a measure of the
amount of time that a chemical stays
in the environment before it is broken
down

Bioaccumulation is the process
whereby a chemical can accumulate
in an organism either through direct
exposure in one or more media or
through the consumption of food
which contains that chemical

Inherent toxicity refers to the hazard

a chemical presents to an organism.
It represents the concentration of a
chemical that produces a toxic effect,
as tested in laboratory or other
studies, on aquatic species such as
algae, invertebrates or fish

LCs, represents the concentration of a
chemical in water causing death in 50% of
the experimental organisms. ECs, represents
the concentration of a chemical in water that
causes toxic effects on 50% of the
experimental organisms. The no-observed-
effect concentration (NOEC) represents the
highest concentration of a chemical at which

Medium Half-life
Air > 2 days
Water > 6 months
Sediment >1year
Soil > 6 months

Bioaccumulation factor (BAF) is the ratio of the concentration of a chemical in
an organism to the concentration in water, based on uptake directly from the
surrounding medium and food.

Bioconcentration factor (BCF) is the ratio of the concentration of a chemical in
an organism to the concentration in water, based only on the uptake directly
from the surrounding medium.

Octanol-water partition co-efficient (log K,,,) is the ratio of the distribution of a
chemical in octanol compared to that in water.

there is no adverse effect observed in a
toxicological study
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Domestic Substances List: Division

of Roles

» The chemical categorization initiative was done on a parallel track by
Environment Canada (Ecological Categorization) and Health Canada
(Human Health Categorization)

Domestic Substances List

Health Canada

!
| Environment Canada |
’

Greatest Potential
for Human Exposure

Persistent OR Bioaccumulative
According to the Regulations

1
Health Canada | Environment Canoda |

'Persistent OR Bioaccumulative | | Persistent OR Bioaccumulative
and "Inherently Toxic™ and "Inherently Toxic™ to
to Humans non-Human Organisms
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Summary of Ecological
Cateqgorization Decisions for
Substances on the DSL

CHEMICALS ON THE DSL: 22,439

Persistent, Bioaccumulative and Inherently Toxic to the
environment (PBIT)

Persistent and Inherently Toxic to the Environment
(PiT)

Bioaccumulative and Inherently Toxic to the
environment (BIT)

TOTAL

http://www.ec.gc.ca/substances/ese/eng/dsl/guidance _document.cfm
http://www.ec.gc.ca/substances/ese/eng/dsl/guidance _document.cfm#
approaches
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Human Health Categorization

Categorization of the DSL from a human health perspective was
done on the basis of the chemicals identified as posing the
Greatest Potential for Exposure (GPE) of the general population
in Canada based on hazard characteristics, as well as those
chemicals that are persistent or bioaccumulative and
"inherently toxic" to humans (iTy)

Hazard characteristics (based on “weight of evidence”)
included carcinogenicity, genotoxicity, developmental toxicity,
reproductive toxicity and respiratory sensitization as
determined by laboratory or other studies

The fact that these criteria had to be applied to all 23,000
chemicals on the DSL presented a formidable challenge

To allow the categorization process to proceed quickly and
easily, it was divided into stages, starting with simpl
udimentary sorting in the early stages and

lex analyses
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Human Health Categorization

Four tools were developed to aid in this process - two focused
on exposure, and two on hazard

Two were relatively simple tools, the simple exposure tool
(SImET) and the simple hazard tool (SimHaz) to aid in rapid
sorting of the large number of chemicals

The two more complex tools, the complex exposure tool
(ComET) and the complex hazard tool (ComHaz) were designed
to allow for a more detailed and rigorous analysis

The tools were developed in consultation with experts in
government and industry

E FRESE

FETOCREBT H4EEDOY I ERR, 5 528H/(1L< &
ERHTHRE L, MO FHEIZNY— FEPTHRE L /-

BEIESERHY—/L (SIMET) . BS/NHF— FHFY—IL
(SimHaz) M2BHFIZOPEHLZY—ILTHY . EHDILEYME
FEBRTRERFT S L ZHMELE:

ML BEHHY—/ (COMET) . FMN— KoY —IL
(ComHaz) M2FEEFOPEHLY—ILTHY. & YEKEMHMD
BELSWMEENELT:

ERBY—ILEBHAN, RRNOEMREOHBBIEIZMRE I

Rril

13



Document/&$ 7

2008/3/17

Simplified Depiction of the Human
Health Categorization Process

23,000 DSL
Substances

GPE, IPE /\ S

(SImET) Hazard

\ Draft Maximal /

List of 1,896
Chemicals
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Breakdown of Draft Maximal List of
1,896 DSL Substances

MODERATE * 480 GPE

- 121IPE, P orB
996 Substances + 388 IPE, P or B Unknown

Low + 183 Low Hazard
331 Substances + 148 Other
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Applying the Complex Tools to the
Draft Maximal List of Chemicals

Draft Maximal List of
1896 Chemicals

(October 2004)

Interested Parties Application of More
Submit Additional Complex Tools
Data

Revised Draft List of
1,150 Chemicals

(Sept 2006)
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Summary of Human Health
Categorization Results
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Integrated Ecological and Human
Health List of Categorization
Chemicals

The results of the seven-year long parallel ecological and
human health categorization processes that were concluded in
2006 were combined to yield a composite list that meets the
legal obligations of CEPA

This list was made public in December 2006

More than 3,900 of the approximately 23,000 chemicals on the
DSL will receive further consideration because of having met
the categorization criteria for persistence, or bioaccumulation
and inherent toxicity, and/or other health criteria

A further 345 did not meet the criteria but will nevertheless
undergo further analysis based on human health co

nnex G of the RFI report
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Decision Options Resulting From
the Categorization Process

Following the completion of the categorization process, CEPA
requires that the chemicals that meet the categorization criteria
undergo a further screening assessment, which could have one
of the following outcomes:

A) no further action,

— if the screening assessment determines that the chemical does not pose a
risk to the environment or human health, or,

if preventative or control measures are already in place to mitigate the risk
outside of CEPA;

B) the chemical should be added to the CEPA Priority
Substances List for a more comprehensive assessment related
to release and exposure; or

C) the chemical should be added to the List of Toxic
ubstances (Schedule 1 of CEPA) and preventi
s should be develope e to mitigate
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Decision Options Resulting From
the Categorization Process

Accordingly, the Government of Canada’s work is now
proceeding to the next phase

In some cases, this involves collecting additional data to
support the completion of screening assessments

In other cases, there is sufficient information already available
to initiate risk management activities
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Chemicals Management Plan: Objectives

Significantly strengthen the risk assessment regime:

— Categorization established a new information baseline that sets clear
priorities for action that are based on science

Integration of government activities: coordination of a series of federal
statutes in an integrated manner to ensure use of “best tool” for actions

Establish government accountability:
Enhanced monitoring and surveillance activities to identify priorities and measure
effectiveness of regulatory actions
Increased research activities to ensure that action is informed by best available
science
— Enhanced risk communications to Canadians
Public web portal to ensure consistent access to information

— Acyclical update of the Domestic Substances List that will require industry to report on
use and volume of substances on the Canadian market

Strengthen industry’s role by proactively identifying and safely
managing risks associated with chemicals they produce
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Chemicals Management Plan (CMP):

Some Key Elements

Risk Assessment:

— Challenge Program for high priority substances in commerce
— Restrictions on re-introduction and new uses

— Rapid screening of lower risk chemical substances

Risk Management:

— Prohibitions

— Virtual Elimination

— Sectoral approach

Monitoring (ecological and human), Research, and
Use/Volume surveys

Performance agreements recognizing industry
leadership

tegration of Government’s Chemic
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Status of CMP Implementation

Risk Assessment:

e Challenge:

— 4 batches (~ 70 substances) released in first year of Challenge;
stakeholders have been actively engaged

— Batches 5 to 12 of the Challenge to be released over the next two years

Draft Rapid screening assessment of low-concern substances
completed in June 2007 — 754 proposed “not toxic”

Medium-concern substances to be addressed in phases between
2009 and 2020

Development of a cyclical update for the Domestic Substances List
is under development — will consider a North American approach

Proposed Restrictions and Re-introductions for Existing Substances
Domestic Substances List Update

— Several substances not currently in commerce will be deleted fro
DSL in 2008

CMP DE# KX
1) R 554 -

e FyLoTTOuSLA
— MEEFANYF (E$HMEHT0E) RE, EHRSE. K448
MIEABH IR 5
— ZDE2ETNYFE~12E%HETE
EBYRVIEEMEDEESRRAY ) —=2% 4200746
BIZET, 75418% &S] &¥IE
$1x9m$%E®x9U—:>7@mw~mm¢€
E
DSLOMR B EHIIREREHED, EXARXEEE
BREOLEMEODHEANICET SHIEEIRE
DSLDE#
FEL T LMEREME A2

23



Document/&$ 7

Status of CMP Implementation (2)

Risk management

— Introduced the prohibitions of 5 categories of substances
(PBDEs, PFOS, tetrachlorobenzenes, pentachlorobenzene, 2
Methoxyethanol)

— Development of specific sector approaches for CMP substances,
including working with the high priority petroleum sector

Stakeholder engagement

— Development of different mechanisms for stakeholder
engagement e.g. — formation of the Challenge Advisory Panel
and CMP Stakeholder Advisory Council

— Information sessions for stakeholders to infor
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Process Lessons

One of the most important lessons relates to the benefits
derived from conducting the overall process using open and
transparent consultations to engage all stakeholders
throughout the process

Particularly important in this case because several of the
approaches and methods used in the categorization process
had to be developed before the screening process could be
applied

The government needed to draw upon the expertise that
resided in non-government sectors to make progress

Also essential to get buy-in from industry and other players to
ensure that the screening methods and the overall approac

to the process were well understood and publicly a

reasoned and reasonable to attempt this fir
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Process Lessons

Value of making all the data publicly available (Internet, hard
copy, CD, summary data, trends), with regular updates and
interpretations of data and indications of where to find more
information

Makes it easier for stakeholder groups in Canada and
elsewhere to profit from the knowledge and experiences gained
in this exercise and in future related activities

The government, recognizing that the assessment work on the
categorized chemicals is work ongoing, has encouraged the
scientific community to do follow-on work
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Chemicals Meeting Canada’s
Categorization Criteria

Approximately 3,900 of Canada’s 23,000 DSL chemicals met Canada’s
categorization criteria

These chemicals were identified as needing further attention and they
will be subjected to information collection, screening assessment,
research and measures to control their use when significant health or
environmental risks can be identified

Screening assessments will be conducted following published
guidance

Available at:

About 1,100 low priorities that met the categorization criteria will be
subjected to a rapid screening approach, as described in the
Technical Approach for "Rapid Screening" of Substances of Lowe
Ecological Concern

Challenge Program is being used: Challenge
stakeholders for the safe chemicals
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Chemicals Meeting Canada’s
Categorization Criteria

Information availability will increase, but training to use the
information effectively is important

— The large amount of information that has been and will be made publicly available on
these chemicals can assist other countries, international industry and other
stakeholders in making decisions on assessing, managing and using chemicals

Applicability of screening assessment reports to country
circumstances

— Screening assessment reports and proposals for risk management strategies are
publicly available on these chemicals and this information may be useful to other
governments in assessing whether these chemicals warrant attention within their
countries

Some PBiTs not in commerce within Canada might still have relevance
to other countries

— PBIT categorized chemicals no longer in commerce within Canada will not be
investigated by Canada. However, since they were identified based on
properties (as opposed to criteria specific to their use or relea
identification of these chemicals as PB|Ts may well

ents or to industry, especiall
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Chemicals Meeting Canada’s
Categorization Criteria

The Challenge Program developed by Canada is unprecedented and can
help break new ground for sound management of existing chemicals in
commerce applied in other countries

— The default position for the Canadian government, in the absence of new information,
appears to be to impose risk management measures. This could result in up to 193
chemicals being earmarked for risk management within the next three to four years
and, if successful, this would represent a scale and pace that would exceed past
practices in any country. Monitoring these outcomes should be of considerable
interest to other countries, especially those that intend to, or are actively developing,
policies or programs to address the risks of existing chemicals

The results can help focus scientific and monitoring activities in other
countries where resources to conduct this type of work are more scarce
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Moving Beyond the Information/Data

Barrier

Developing nations continue to struggle with establishment
and implementation of national policy and regulatory
frameworks for the sound management of chemicals and
chemical wastes 15 years after the initial global initiative
embracing chemicals management (UNCED)

The limited progress during these years in screening the many
thousands of industrial chemicals in commerce (‘legacy’
chemicals) posed a considerable barrier to national efforts to
safely manage industrial chemicals in international commerce
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Moving Beyond the
Information/Data Barrier

The results of Canada’s categorization effort can be useful in
informing development of and in updating chemical source
inventories, national chemical profiles, pollutant release and
transfer registries (PRTRS)

Activities on which a country takes chemical management
decisions and against which it can measure success of its
management strategies and activities

Canada’s categorization results can assist countries to
progress rapidly to identify chemicals that may pose high to
moderate risks to the environment or exposure to human
health

Results can also contribute to the ability of developin
to participate meaningfully in discussions on
icals management issues at an
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Policy Implications

e Theresults also demonstrate that a national policy should be
sufficiently broad to allow for flexible management of existing
and new chemicals

Countries need to address perhaps a wider range of high-risk
chemicals, including additions of new ones, than was
previously informed by science

Industrial chemicals in commerce would therefore best be
addressed as part of a more comprehensive chemicals
management policy and broadly enabling legislative framework
involving at least Environment and Health ministries in its
direct administration
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How The Results of the CMP Support the
Objectives of SAICM

* The goal of SAICM is to assess and manage chemicals
more effectively to achieve the 2020 goal articulated in
paragraph 23 of the WSSD Johannesburg Plan of
Implementation;

The CMP also targets 2020 as the year by which
assessment and management of all categorized
substances will be completed;

Several of the CMP elements directly contribute to the
OPS objectives of SAICM.
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SAICM OPS
Objectives

2008/3/17

Canada’s Chemical Management Plan
Features

« Priority setting exercise and Challenge approach

« Introduction of re-entry provisions for Challenge substances

* Proposed regulatory actions (regulations, prohibitions, virtual elimination)
 Application of precaution

A: Risk reduction

* CMP led to new information baseline

« Information and decisions made available to the public (website,
presentations, Challenge advisory panel, CMP Stakeholder Council)

« Use of non-CBI information to make critical decisions

« Investments in research and monitoring to inform future priorities and assist
in measuring progress

B: Knowledge
and Information

« Inter/intra-agency collaboration

« Work with other jurisdictions to make the most use of resources (Outcomes
of the North American Leader’'s Summit, OECD, EU/ECHA)

« Domestic results being shared with other countries

« Involvement in mechanisms supporting capacity-building (OECD, APEC
dialogue, SAICM)

* Regional action to increase sound management of chemicals (CEC-SMQO
Leader’s Summit)

« Strengthening the Capacity of Civil Society to provide Inp
Management Plan”

C: Governance

D: Capacity-
building and
technical

cooperation

« Enforcement of CMP

internationa e 3 us‘ternational fora (e.g. Stockholm Convention)

traffic
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Steps for using results of Canada’s
categorization of existing industrial chemicals

for chemicals inventory work

STEP 1

Identifying and Quantifying Industrial
Chemicals in Commerce
(Inclusive of establishment /
upgrading & maintenance of baseline
chemical databases)

Consultation Resource
and STEP 2 Support

Awareness Determining risk posed by
Raising categorized chemicals used in the
country

STEP 3
Outreach Strategy
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