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 The New Substances Program is jointly administered by
Environment and Climate Change Canada (ECCC) and
Health Canada (HC)


Presenter
Presentation Notes
The New Substances Program is jointly administered by Environment Canada’s Program Development and Engagement Division and by Health Canada’s New Substances Assessment and Control Bureau
There are 4 distinct units that will see/review or assist you with your new substances obligation:
The Client Services Unit (CSU is there to answer any of your questions and assist you in meeting your obligation under the regulations;
Notification Processing and Controls Unit (NPCU) will review your dossier ensure that all of the required information has been received. They will also be responsible after the risk assessment to communicate and take action on the result of the risk assessment;
The Ecological Assessment Division and The New Substances Assessment and Control Bureau will assess your notified substance to ensure that there are no risk for human risk and the environment;
There is another unique Unit at Health Canada called the Environmental Assessment Unit (EAU) – they are unique because, on notified substances that are solely used for an application under the Food & Drugs Act, they will review the file, assess for Human Health and Ecological risk and they will communicate and take action on results of the risk assessment. 
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The Canadian Environmental Protection Act,1999

« Itis an important part of Canada's federal environmental
legislation aimed at preventing pollution and protecting
the environment and human health

e Deflnes Substance
« Defines when a substance is considered Toxic

e Qutlines the Domestic Substances List and the Non-
domestic Substances List

e Qutlines New Substances Provisions


Presenter
Presentation Notes
The Canadian Law called the Canadian Environmental Protection Act, 1999 or CEPA 1999 is what gives the Canadian government the authority to address pollution issues in order to protect the environment and the public from risks. 
There are 12 parts to the Act:
Part 5 outlines the provisions for new chemicals and polymers
Part 6 outlines the provisions for living Organisms or Micro-organisms
With respect to new substances, some of the key components of the Act are:
the definition what a substance is and what we mean when we say “CEPA toxic” 
it also outlines the creation and maintenance of the Domestic Substances List and the Non-domestic Substances List and the Provisions for Chemicals and Polymers.
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 There are two New Substances Notifications Regulations:
« QOrganisms
« Chemicals and Polymers

e Industry responsibility to submit prescribed information
and all information in their possession or which they
should have access prior to manufacture or import

 Government responsibility to assess information and take
action where warranted within prescribed timeframes


Presenter
Presentation Notes
The New Substances Notification Regulations were implemented in 1994 for chemicals and polymers and in 1997 for Organisms
In October 2005, these Regulations were repealed and replaced with an updated version.
The Regulations are divided into 2:
New Substances Notification Regulations (Organisms), and 
New Substances Notification Regulations (Chemicals & Polymers)  *this includes biochemicals and biopolymers
They are often referred to as “the Regulations” or “the NSNR”
Notifiers are responsible for submitting all the information required by the Regulations before importing/manufacturing a new substance
Once the information is submitted, the government is responsible for assessing the information in a timely manner and taking action when needed
This assessment is a shared responsibility between both Environment Canada and Health Canada.
It is important to know that the Regulations exist for living organisms, but we will not get into too many details on them.  We will be focusing primarily on the chemicals and polymers Regulations.
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Defined as:

 Any distinguishable kind of organic or inorganic
matter whether animate or inanimate

ltems that are not included:

 Mixtures (hydrates, homogeneous and
heterogeneous alloys)

 Manufactured items

e \Wastes


Presenter
Presentation Notes
A substance is defined as being any matter, whether organic or inorganic, animate or inanimate. 
For the purposes of “new” substances, mixtures, manufactured items and wastes are not included in the definition of a substance.
Mixtures are prepared formulations where there is no reaction taking place between the components. For example: Hydrates are a mixture of the substance and water and Homogeneous and Heterogeneous Alloys are a mixture of metals.
It is important to note that although mixtures are not considered substances, if any constituent of a mixture is a new substance, that constituent is considered to be a notifiable substance.
Manufactured items are items that have a shape or design necessary to its final function.  For example, clothing or storage containers.  
Wastes are materials that are contained in effluents or emissions which have no commercial use and they are not isolated or processed in any way.   
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 Domestic Substances List (DSL)
 Non-domestic Substances List (NDSL)

« All additions or deletions are published in the Canada
Gazette

Listed by Chemical Abstracts Service (CAS) number on the

public portion of the inventory
Listed by Confidential Accession Number and Masked Name

on the confidential portion of the inventory


Presenter
Presentation Notes
There are 2 lists:   
the Domestic Substances List (called the DSL for short) and 
the Non-domestic Substances List (called the NDSL)
Some substances are not on either list and require notification.  Others are listed on the DSL or on the NDSL. Substances may not be on both lists at the same time.
All additions or deletions to these lists are published in the Canada Gazette, the official publication of the Government of Canada.  
Substances are not considered to be listed on the DSL or NDSL until they are published in the Canada Gazette. 
Substances are listed by CAS number on the public DSL.
Substances are listed by Confidential Accession Number and Masked Name on the confidential portion of the DSL.
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Ensures that no new substance is introduced into the
Canadian marketplace before an assessment of its
potential risks has been completed

No person can import or manufacture a new substance
until:
* the prescribed information is provided; and

* the period for assessing the information has expired; or
 The restriction or prohibition is rescinded

Required information and assessment periods are
outlined in the New Substances Notification Regulations
(Chemicals and Polymers) [the Regulations]


Presenter
Presentation Notes
These provisions of the Act ensure that no new substance is introduced into the Canadian marketplace before an assessment of its toxicity has been completed
Companies cannot import or manufacture new substances in Canada (which are substances not on the DSL) beyond certain quantities until:
They provide the required information, and
The assessment period has ended. 
The information requirements and the lengths of assessment periods are specified in the New Substances Notification Regulations.
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e Canadian manufacturers and importers

 End-users in cases where the substance is subject to a
Significant New Activity as published by the authorities

Note: if the importer is not a resident of Canada
a local agent is required


Presenter
Presentation Notes
Who is responsible for complying with the New Substances Notification Regulations and submitting the required information?
For substances being manufactured in Canada, it is the Canadian Manufacturer 
For substances being imported into Canada, it is the Importer of Record, either: 
the Canadian Importer (if the Importer of Record is a Canadian company), or  
the Foreign Importer (if the Importer of Record is a non-Canadian company) but in this case, a Local Canadian Agent must be identified
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Risk based assessments consider both
hazard and exposure

Exposure: Hazard:

» Characterization of Entry, Fate and  Human health effects
Exposure  Ecological effects

* Environmental Entry, Fate and e Abiotic effects
Exposure

Direct human exposure
Indirect human exposure
Quantification of exposure


Presenter
Presentation Notes
Risk Quotient compares the environmental exposure with the toxicity, often expressed as a predicted no effect concentration.
While risk quotients are frequently used, they are not the exclusive way of making a recommendation that a substance is Toxic under the Canadian Environmental Protection Act.
Risk quotients may be of limited use when assessing substances with abiotic effects such as ozone depletion, and where a substance is highly persistent and bioaccumulative.
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e RIisk characterization involves using a combination of
gualitative and quantitative approaches to
understand and describe the risk a substance may pose
to the environment or human health.

 Various lines of evidence are considered in a weight-
of-evidence approach to evaluate the potential for
adverse effects of a substance.
 Risk Quotients
 Margin of exposure
e Significant hazard
 Persistence and bioaccumulation
 Evidence of widespread presence and increasing concentration

 Abiotic effects
-10 -
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Presentation Notes
The human and ecological exposure assessment is performed by a chemist from each department. The chemists screen the notification package to verify that all test data is present, complete and appropriate for evaluation purposes.
The chemist scrutinizes the name, structural identification of the substance. The chemist also verifies whether the substance meets the chemical or polymer definition according to the Regulations. During the structural identification process the chemist will also highlight the structural features that may be associated with adverse human health effects.
Based on the notified use and appropriate physical chemical properties the chemist will evaluate the potential for direct exposure of the general Canadian population to the substance being notified.
Based on the physical-chemical properties provided the chemist will determine where in the environment the substance is most likely to partition to, thereby determining what is called the “Environmental fate” of the notified substance. Based on this conclusion the chemist will determine the potential for indirect exposure of the general population to the substance being notified.  
Characterizing environmental fate and distribution makes heavy use of physical chemical data provided for a substance (e.g. water solubility, adorption desorption coefficient, octanol/water partition coefficient, etc.)
Characterization of persistence in the environment and behaviour in waste treatment facilities relies on data such as ready biodegradation, hydrolysis as a function of pH, adsorption/desorption.
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Ultimately the outcome of an assessment Is a
recommendation whether the substance meets the
definition of “Toxic” as described in Section 64 of the
Act.

* Asubstance that is entering or may enter the environment in
amounts or concentration that may pose a risk to:

 The environment (such as fish or wildlife);

 The environment on which life depends (such as water, air
& soil); or

« Human health

-11 -
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Presentation Notes
The purpose for assessing new substances under the Act is to determine whether or not they are CEPA toxic or capable of becoming CEPA toxic.
The word toxic is not your typical Oxford dictionary definition, CEPA 1999 defines a substance as “toxic” if it is entering or may enter the environment in a quantity or concentration or under conditions that:
have or may have an immediate or long-term harmful effect on the environment or its biological diversity;
constitute or may constitute a danger to the environment on which life depends; or
constitute or may constitute a danger in Canada to human life or health
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* RiIsk management measures applied to minimize any risk
to human health and/or environment:

 Ministerial Condition - restrictions placed on manufacture or
Import activities

* Ministerial Prohibition - manufacture or import prohibited in
any amounts

 Ministerial Request for additional information - prohibition of
manufacture or import pending required testing

« Significant New Activity - additional information may be
required if the substance is proposed for a significant new
activity

-12 -


Presenter
Presentation Notes
There are 4 types of risk management measures that can be taken: 

1. Ministerial Condition: If a substance is suspected of being toxic or capable of becoming toxic, conditions can be imposed on how a substance may be imported, manufactured, handled, and/or disposed, in order to mitigate the risk.  
 2. Miniterial Prohibition: If a substance is suspected of being toxic or capable of becoming toxic, and it is not possible to mitigate the risk through the use of conditions, the import or manufacture of the substance can be prohibited for up to 2 years, while the Minister develops regulations for the substance.
 3. Ministerial Request for additional information: If a substance is suspected of being toxic or capable of becoming toxic, but additional information is required to make the determination, the import or manufacture of the substance can be prohibited until requested supplementary information or test results have been submitted and assessed.
 4. Significant New Activites: A SNAc Notices allow the notifier to proceed with their proposed activity for the substance, but the substance must be re-notified and re-assessed before a new activity can begin.

If the DSL-eligibility criteria have been met, the substance will be added to the DSL with a SNAc Flag (S).  This means that once it is listed, anyone will be able to import/manufacture the substance according to the SNAc Notice without having to notify under the Regulations.

Please note that the notifier, in all cases, is informed prior to the end of the assessment period that a risk management measure is being developed, and the Ministers may extend the assessment period to allow time for the development of the measure. 
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Thank you for
your attention!

Dan Bastien
Director of Business Development
Industrial Chemicals, North America .
.‘t %
+1 819 639-3770
dbastien@knoellUSA.com 4
",’
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