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This Self Assessment has been compiled in accordance with the provisions of the Industrial Chemicals (Notification and Assessment) Act 1989 (Cwlth) (the Act) and Regulations. This legislation is an Act of the Commonwealth of Australia. The National Industrial Chemicals Notification and Assessment Scheme (NICNAS) is administered by the Department of Health and Ageing, and conducts the risk assessment for public health and occupational health and safety. The assessment of environmental risk is conducted by the Department of the Environment and Heritage. The data supporting this assessment will be subject to audit by NICNAS.

Under subsection 38(5) of the Act the Director of Chemicals Notification and Assessment publishes this assessment report by giving a copy of it to the:

· Secretary of the Department of Environment and Heritage; and 

· Department of Health and Ageing.

This assessment report will not be available for inspection by the public.

Director

Chemicals Notification and Assessment
	SELF-ASSESSMENT REPORT


	Preferred name

Enter a preferred name for publication purposes. This name will be published in Chemical Gazette notices, in the Full Public Report and in the Summary Report. It is particularly important to enter the preferred name if you are claiming the chemical name as confidential. The name must uniquely identify the chemical; generic names such as “Acrylic Copolymer” are not acceptable, while “Acrylic Copolymer in ABC123” would be. If chemical name is not confidential, the Chemical Abstract (CA) Preferred Index name should be used as the preferred name.


	1.
APPLICANT AND NOTIFICATION DETAILS


	1.1
	Applicant(s)  

	
	Company Name, ACN/ABN (specify which) & Street Address of each applicant.

Eg

ABC Chemical Company (ABN 12 345 678 999)

123 Forth St 

Five Dock NSW 6789


	1.2
	Notification Category

	
	Delete entries other than the category describing the notification submitted.


	1.3
	Exempt Information  (Section 75 of the Act)

	
	Data items and details claimed exempt from publication: 

List the data items as they appear in the checklist.

In some cases, for example, “Maximum Introduction Volume of Notified Chemical (100%) Over Next 5 Years”, the exact details can be claimed confidential, however, a generic or sanitised description is required for the public report. 

If, in these cases, you are claiming confidentiality you will need to provide both the specific details and generic or sanitised text. There are “Confidential” and “Non-Confidential” fields in the template for this purpose.


	1.5
	Previous Notification in Australia by Applicant(s)

	
	If there has been no previous notification in Australia by the applicant(s), write “None”.

If there has been previous notification in Australia by the applicant(s), state the notification category and the year(s) the notified chemical was notified to NICNAS:

Eg 1, Commercial evaluation permit: 1998.

Eg 2, Low volume chemical permit: 1997.

Eg 3, Less than 10kg per annum (cosmetic): 2000.

Where the notified chemical has also been notified to another Australian government agency, for example, the Therapeutic Goods Administration, the Australian Pesticides and Veterinary Medicines Authority or Food Standards Australia and New Zealand, state the agency and the year of registration.


	1.6
	Notification in Other Countries

	
	Provide details of any notification made to other national agencies. 

Eg 1, US EPA: PMN P-999-999, 29 February 2020.

Eg 2, Environment Canada: NSN9999, 29 February 2020.

Eg 3, EC, Italy: 20-00-0001-01, 29 February 2020.

Eg 4, Not known.




	2.
IDENTITY OF CHEMICAL


	2.1
	Chemical Name 
	Confidential/non-confidential

	
	Enter the Chemical Abstracts (CA) Preferred Index name for the notified chemical. If the CA Preferred Index name is not available, enter the International Union for Pure and Applied Chemistry (IUPAC) name. State whether the name you have entered is the CA Preferred Index name or the IUPAC name.

Indicate whether you are claming ‘Chemical Name’ as confidential information by deleting ‘Confidential’ or ‘non-confidential’ as appropriate.


	2.2
	Other Name(s)
	Confidential

	
	Fill in this box only if you are claiming some or all of the ‘Other Name(s)’ of the notified chemical as confidential information. Enter only those names which you are claiming as confidential. If there are also names that you are not claiming as confidential, enter them in section 2.2b.

Other names include:

· names by which the chemical is known or identified in the scientific or technical literature

· name(s) used to notify the chemical in other countries, if different to the ‘Chemical Name’ entered in 2.1

· company code numbers, internal names or report names

If the notified chemical is used in cosmetics, enter its International Nomenclature Cosmetic Ingredient (INCI) name. 


	2.2
	Other Name(s)
	Non-confidential

	
	In this box, enter ‘Other Name(s)’ by which the notified chemical is known. Note that names that are entered here will be able to be published in Chemical Gazette notices, in the Full Public Report and in the Summary Report. If there are names that you wish to claim as confidential information, enter them in section 2.2a.

Other names include:

· names by which the chemical is known or identified in the scientific or technical literature

· name(s) used to notify the chemical in other countries, if different to the ‘Chemical Name’ entered in 2.1

· company code numbers, internal names or report names

If the notified chemical is used in cosmetics, enter its International Nomenclature Cosmetic Ingredient (INCI) name. 


	2.3
	Marketing Name(s)

	
	Marketing names are all names under which the notified chemical has been, or will be, marketed in Australia, including trade names.


	2.4
	CAS Number 
	Confidential/non-confidential

	
	Enter the CAS (Chemical Abstracts Service) number for the notified chemical, if one has been assigned. If a CAS number has not yet been assigned, state this, and state when an application for a number was or will be made.

Indicate whether you are claming ‘cas number’ as confidential information by deleting ‘Confidential’ or ‘non-confidential’ as appropriate.


	2.5
	Molecular Formula 
	Confidential/non-confidential

	
	Enter a molecular formula for the notified chemical. The molecular formula should give the identity and number of atoms of each element in the molecule; it should be given according to the CAS system.

The CAS system for polymers is shown below.

Eg (C8H8.C3H4O2) n for ethenylbenzene, polymer with 2-propenoic acid

Indicate whether you are claming ‘Molecular formula’ as confidential information by deleting ‘Confidential’ or ‘non-confidential’ as appropriate.


	2.6
	Structural Formula 
	Confidential/non-confidential


Provide a structural formula for the notified chemical. The structural formula should indicate the location of atoms, ions or groups, and the nature of bonds joining them. Ionic charges and stereochemistry should also be shown.

For polymers and reaction products, include the key structural features (the types of linkages, functional groups and the range and typical values for the number of repeating units) and the type of polymerisation (graft, block or random). Provide approximate relative mole ratios of precursors.

Normally, a structural formula showing the essential features of the notified chemical can be drawn, however, if no structural formula can be given, comment on this. 

Where possible insert the structure in the free space indicated in the self-assessment template. It is recommended that the structural formula be provided as an embedded object in ChemDraw (.cdx) format; alternately a structure can be provided as an embedded picture, eg from scanning a diagram of the structure.

Indicate whether you are claming ‘structural formula’ as confidential information by deleting ‘Confidential’ or ‘non-confidential’ as appropriate.

	2.7a
	Molecular Weight 
	Confidential/Non- confidential

	
	Use this box for non polymers. For polymers, use 2.7b.

Enter the gram-molecular weight of the chemical. 

Indicate whether you are claming ‘molecular weight’ as confidential information by deleting ‘Confidential’ or ‘non-confidential’ as appropriate.


	2.7b
	Molecular Weight
	Confidential/non-confidential

	2.7.1
	Number Average Molecular Weight (NAMW)
	

	2.7.2
	Weight Average Molecular Weight (WAMW)
	

	2.7.3
	Polydispersity Index (WAMW/NAMW)
	

	2.7.4
	% of Low MW Species < 1000
	

	2.7.5
	% of Low MW Species < 500
	


The above items can be taken from the molecular weight characterisation report. If the molecular weight characterisation is performed by a method such as light scattering which does not give all of the parameters, leave the cells blank. Note that the use of such methods will only normally be acceptable for very high molecular weight polymers (> 100000).

	3.
COMPOSITION


	3.1a
	Degree of Purity 
	Confidential

	
	…%

Fill in this box only if claiming ‘Degree of Purity’ as confidential information.

Enter details of the typical weight percentage purity of the notified chemical, together with the upper and lower limits of purity for typical commercial batches of the substance. Also enter the batch number, where possible.


	3.1b
	Degree of Purity 
	Non-Confidential

	
	…%

If claiming ‘Degree of Purity’ as confidential information, enter generic text i.e. >x% that is suitable for publication in Chemical Gazette notices, in the Full Public Report and in the Summary Report.

If not claiming ‘Degree of Purity’ as confidential information, enter details of the typical weight percentage purity of the notified chemical, together with the upper and lower limits of purity for typical commercial batches of the substance. Also enter the batch number, where possible.


	3.2
	Hazardous Impurities/Residual Monomers 
	Confidential/non-confidential

	
	If the notified chemical has no known or reasonably anticipated hazardous impurities or hazardous residual monomers, write ‘None’. 

Otherwise, enter the chemical name(s), CAS number (if available), weight percentage and toxic or hazardous properties of all known (or reasonably anticipated) hazardous impurities or residual monomers, including isomers and by-products, even if these are below the relevant concentration cut offs listed in the List of Designated Hazardous Substances. Include any impurities which have Australian exposure standards. Minor or even trace impurities should be included if they have, or may reasonably be suspected to have, toxicological importance. Certain chemicals are designed to be reactive on exposure to air (such as acid chlorides producing HCl), and the properties of the reaction products which will be formed under normal conditions of exposure should be discussed also, in this case. Impurities which have not been classified in Australia but are reasonably expected to be hazardous should also be included, together with a short statement of the expected hazard.

If the notified chemical has more than one hazardous impurity or residual monomer, copy and paste the relevant boxes below until there is a sufficient number.

If the hazardous impurities or residual monomers are present at levels above the cut offs for classification of the notified chemical as a hazardous substance, the notified chemical is not suitable for self-assessment.

Indicate whether you are claming ‘hazardous impurities/residual monomers’ as confidential information by deleting ‘Confidential’ or ‘non-confidential’ as appropriate.


[Copy and paste this box as needed.]

	Chemical Name
	Chemical name in CA Preferred Index name format

	CAS No.
	
	Weight %
	

	Hazardous Properties
	Enter the classification of the notified chemical from NOHSC List of Designated Hazardous Substances or a brief description of the expected hazard if not on the List. 


	3.3
	Non Hazardous Impurities/Residual Monomers (>1% by weight) 
	Confidential/non-confidential

	
	If the notified chemical does not have any non-hazardous impurities or residual monomers at 1% by weight or more, write ‘None’. 

Otherwise, enter the chemical name(s), CAS number (if available) and weight percentage of all non-hazardous impurities or residual monomers, including isomers and by-products, present at 1% by weight or more.
If the notified chemical has more than one non-hazardous impurity or residual monomer, copy and paste the relevant boxes until there is a sufficient number.

Indicate whether you are claming ‘non hazardous impurites/residual monomers’ as confidential information by deleting ‘Confidential’ or ‘non-confidential’ as appropriate.

	
	


[Copy and paste this box as needed.]

	Chemical Name
	Chemical name in CA Preferred Index name format

	CAS No.
	
	Weight %
	


	3.4
	Additives/Adjuvants  
	Confidential/non-confidential

	
	Additives and adjuvants are deliberately introduced into a product and include stabilisers, inhibitors, emulsifiers, antioxidants and solvents used in the production process which are not separated from the final product.

If no additives or adjuvants are introduced into the product, write ‘None’.

Otherwise, enter the chemical name(s), CAS number, (if available), and maximum weight percentage of all additives and adjuvants. Exclude substances added subsequently to make a formulation or a preparation. 

If the additives or adjuvant is present at levels above the cut off for classification of the notified chemical or polymer as a hazardous substance, the notified chemical is not suitable for self-assessment.

Indicate whether you are claming ‘additives/adjuvants’ as confidential information by deleting ‘Confidential’ or ‘non-confidential’ as appropriate.


[Copy and paste this box as needed.]

	Chemical Name
	

	CAS No.
	
	Weight %
	


	3.5
	Polymer Constituents 
	Confidential/non-confidential


Give the identity (using CAS preferred names) and percentage of starting monomers and other reactants (chain transfer and cross linking agents, modifying groups, and other end groups incorporated into the polymer, but excluding solvents), which will be used in the manufacture of the polymer in the table below, including those that are used or incorporated at 2% or less. Also include post-reacting agents used in the manufacture of post-reacted polymers. Calculate percentages based on dry weight of polymer so that the total of all ingredients is 100%.  Percentage of residual monomers and other non-reacted chemicals are listed in the right hand column of the table. Indicate whether you are claming ‘polymer constituents’ as confidential information by deleting ‘Confidential’ or ‘non-confidential’ as appropriate.

Additional rows can be obtained by placing the cursor in the lower right hand cell of the table and pressing TAB.

	Chemical Name
	CAS No.
	Weight % starting
	Weight % residual

	
	
	
	

	
	
	
	

	
	
	
	


	4.
INTRODUCTION AND USE INFORMATION


	4.1
	Mode of Introduction of Notified Chemical (100%) Over Next 5 Years

	
	State whether the notified chemical will be manufactured locally or imported.

Also describe any foreseeable circumstances that may impact on either the scale of manufacture or the volume of the notified chemical imported. For example, the chemical may initially be imported, but manufacture may be anticipated at a later date.


	4.2
	Maximum Introduction Volume of Notified Chemical (100%) Over Next 5 Years

(Confidential)

	
	Complete the table below if this is claimed as confidential information.

Estimate the maximum manufacture or import volume (in tonnes) for each consecutive 12-month period during the first five years of introduction. Report only the amount of neat (100%) notified chemical manufactured or imported, not including solvents or other components if the chemical is in a mixture.

If claiming the ‘Maximum Introduction Volume of Notified Chemical (100%) Over Next 5 Years’ as confidential information, both tables below must be completed. Enter details of the maximum manufacture or import volume in each year in the ‘Confidential’ row. In the ‘Non-Confidential’ row enter the introduction volume as a range. Suggested ranges are, <1, 1-3, 3-10, 10-30, 30-100, or >100. Note that if a range is specified in the non-confidential section, the upper limit of the range should be used for release calculations.

If not claiming the ‘Maximum Introduction Volume of Notified Chemical (100%) Over Next 5 Years’ as confidential information, enter details of the maximum manufacture or import volume in each year in the ‘Non-Confidential’ table only.


	Year
	1
	2
	3
	4
	5

	Tonnes
	
	
	
	
	


	4.2
	Maximum Introduction Volume of Notified Chemical (100%) Over Next 5 Years

(Non-confidential)

	
	Complete the table below whether or not this is claimed as confidential information.

Estimate the maximum manufacture or import volume (in tonnes) for each consecutive 12-month period during the first five years of introduction. Report only the amount of neat (100%) notified chemical manufactured or imported, not including solvents or other components if the chemical is in a mixture.

If claiming the ‘Maximum Introduction Volume of Notified Chemical (100%) Over Next 5 Years’ as confidential information, enter the introduction volume as a range. Suggested ranges are, <1, 1-3, 3-10, 10-30, 30-100, or so on. Note that if a range is specified in the non-confidential section, the upper limit of the range should be used for release calculations.


	Year
	1
	2
	3
	4
	5

	Tonnes
	
	
	
	
	


	4.3a
	Use 
	Confidential

	
	Fill in this box only if claiming ‘Use’ as confidential information.

For each intended use of the notified chemical:

· describe its function and application. Function refers to the inherent physical and chemical properties of the chemical, for example, paint component, surfactant, dyestuff, adhesive. Application refers to the use of the substance in particular processes or products. For example, a paint may be used in architectural applications (water or oil based), automotive refinish, industrial coatings by a variety of methods, and many others.

· give the approximate percentage of total manufacture or import volume for each use

· indicate the percentage of total manufacture or import volume introduced by each applicant, where there is more than one applicant

· give information on which sector(s) will use the chemical or formulation(s), and in what proportion. That is, state the proportion of the notified chemical or formulation(s) that will be used for site limited use(s), that will be used industrially, that will be used commercially or that will be used by the consumer, where:

· “site-limited” use means use that is confined to the site of manufacture of the notified chemical solely for the purpose of further manufacture, for example, intermediates

· “industrial use” means use at other sites of manufacture or processing, for example, paint formulation or use of a curable resin to manufacture an article

· “commercial use” means use as professional products in public areas or in providing a consumer service, for example, office machinery products such as printing toners, professional use cosmetics and spray paints 

· “consumer use” means personal or domestic use, for example, cosmetics, automotive polish and do-it-yourself products
· indicate the industry group, for example, automotive industry, textile industry, building industry or hairdressing industry

· give details on:
·  the form in which the notified chemical will be introduced and made available (eg powder, pellets, solution)

· the maximum content and/or range in percentages of the notified chemical in the formulation(s)

· the marketing name(s) of the formulation(s), where known


	4.3b
	Use 
	Non-Confidential

	
	If claiming ‘Use’ as confidential information, provide a generic description of each identified use that is claimed as confidential. The generic use should reveal the intended use to the maximum extent possible, and define the industry sector in which the chemical is used. For example, a chemical that is used as an antioxidant in a lubricant could be described generically as a lubricant additive. The generic text that is entered here should be suitable for publication in Chemical Gazette notices, in the Full Public Report and in the Summary Report.

If not claiming ‘Use’ as confidential information, enter details of the use of the notified chemical  (see 4.3a for guidance).


	5.
PROCESS AND RELEASE INFORMATION


	5.1.1
	Port of Entry

	
	If the notified chemical is imported, identify the proposed port(s) of entry.


	5.1.2a
	Identity of Manufacturer/Recipients 
	Confidential

	
	Fill in this box only if claiming ‘Identity of Manufacturers/Recipients’ as confidential information.

Enter the company name and locations of all sites at which manufacture, storage, reformulation, and/or end use of the notified chemical will occur. 


	5.1.2b
	Identity of Manufacturer/Recipients 
	Non-Confidential

	
	If claiming ‘Identity of Manufacturers/Recipients’ as confidential information, enter generic text that is suitable for publication in Chemical Gazette notices, in the Full Public Report and in the Summary Report.

As a minimum of information, name the district(s) and State(s)/Territory(s) of the manufacturers or recipients of the notified chemical.

Eg Manufacturing sites are located in the Hunter Valley, NSW and the La Trobe Valley, Victoria.

If not claiming ‘Identity of Manufacturers/Recipients’ as confidential information, enter the company name and locations of all sites at which manufacture, storage, reformulation, and/or end use of the notified chemical will occur. Where there is widespread end use, for example, in the commercial or consumer sectors, it is not necessary to give locations of end uses.


	5.1.3
	Transportation and Packaging

	
	Describe how the notified chemical or formulation(s) will be transported to and from the port(s) of entry, the manufacturing sites, storage facilities, processing sites and end use sites. Indicate the quantity transported, the mode of transport and the potential for environmental exposure.

Also describe how the chemical or formulation(s) will be packaged. Give details on the packaging size, type and material of construction, for example, 60 g plastic tubes, 4 L high-density polyethylene container, polyethylene lined 20 L steel drum or 1000 L isotank, road tanker.

Describe the safe transportation requirements, including details of UN Number, Dangerous Goods Class(es) and the Hazchem Code.


	5.2.
Operation Description 
	Discuss in turn: manufacturing, processing, (re)formulation, and/or end use, as applicable



	
	A process flow diagram is useful to assist the description. Where a process flow diagram is available, it can be inserted or included with the submission as an attachment.

Concisely describe the manufacturing, processing, reformulation, repackaging and/or end use operations involving the notified chemical or formulation. Identify the major unit operation steps and chemical conversions, including secondary operations involving the notified chemical, such as interim storage and transport containers (give size and type). Note that “unit operation” means a functional step in a manufacturing, processing or end-use operation where substances undergo chemical changes and/or changes in location, temperature, pressure, physical state, or similar characteristics. Include in your description:

· steps in which the notified chemical is formulated, for example into gels, mixtures, suspensions or solutions

· steps where the notified chemical is packaged (give size and type of packaging)

Indicate the location of the points of release from which the notified chemical and mixtures containing it will be released to the environment or to control equipment, and where worker exposure may occur. Include small or intermittent releases (eg some cleaning releases, drum residues) and trace amounts of the notified chemical. Accidental releases need not be included. Describe measures taken to control release, such as bunding or control of surface runoff.

If the same manufacturing, processing and or/end use operations are performed at more than one site, describe the typical operation. If operations or production rates vary substantially among the different sites describe the operations separately for each site, unless it is possible to cover all site operations by several generic process descriptions, eg if batch operations occur at a number of sites, while others have continuous operations.

Describe operations that occur both at sites you control and sites controlled by others. In most cases, you will have more specific information on sites you control than sites controlled by others. If you do not have specific information on sites controlled by others, describe a typical operation involving the particular processing or end use application based on information available to you or on your experience with similar chemicals.

Manufacturing processes need not be described if they occur outside of Australia. However, it is still necessary to describe further processing and/or end use operations that occur after import of the notified chemical.

Where the notified chemical or formulation is destined for commercial or consumer use, describe how it is used, including estimates on the frequency and mode of application and the amount used at each application. Describe also situations in which release of the notified chemical may occur, including release of the notified chemical through equipment cleaning.


Free space for process flow diagram (where available)

	5.3.
Disposal

	
	Describe all disposal procedures, including disposal procedures for all contaminated packaging and cleaning wastes. Include in your description the:

· Route of disposal (eg landfill or incineration, including details where necessary, eg secure landfill or high temperature incineration)

· quantities of notified chemical (in kg/year) to be disposed of by each route, including residues in contaminated packaging (eg empty drums, plastic bottles)

· identity and hazards of any degradation products resulting from disposal

State whether disposal needs to be in accordance with government regulation.


	6.
EXPOSURE INFORMATION


	6.1.
Summary of Occupational Exposure
	

	
	Information given here should cover all workers involved from the manufacturing process or importation onwards, and also those involved in storage, handling, transportation and disposal of the notified chemical. 

For each category of worker that is likely to be exposed to the notified chemical (eg technician, plant operator, storeworker, end user), provide a brief description of exposure including the following information:

· each specific activity during which these workers may be exposed to the notified chemical, e.g. charging reactor vessels, connecting pump lines, performing filtration operations, sampling for quality control, transferring materials from one work area to another, weighing, drumming, bulk loading, changing filters, cleaning equipment and containers, maintenance of equipment or disposal. Activities must be described even if workers wear protective equipment.

· an estimate of the weight percentage of the notified chemical (if in a mixture) at the time of exposure. A range is acceptable if precise data are not available

· a description on how exposure to the notified chemical may occur (eg from drips and spills, splashes, release of vapours) and the route of exposure, that is, eye, skin (hands or whole body) or inhalation. Give this description, even if workers wear protective equipment

· information on the specific types of protective equipment, isolation procedures and engineering controls that will be used to protect the worker from potential exposure to the notified chemical.

· an estimate of the exposure. This will mainly be qualitative, however, for the activity/worker who is predicted to have the greatest exposure, a quantitative estimate should be undertaken where sufficient information is available.

Estimating Exposure

Model calculations can be used to estimate typical and 'reasonable worst case' exposure levels. Where necessary, default values can be used for certain input parameters in the model calculations, for example, inhalation rate (1.3m3/hr), body weight (70kg) and skin surface area (approximately 2000cm2 for hands and arms). Internationally accepted methods, for example, a modification of the United Kingdom EASE (Estimation and Assessment of Substance Exposure) model should be used for estimating exposure. Often only an estimate of dermal exposure is required, however, where the chemical has a vapour pressure more than 1.5kPa or the chemical as introduced has more than 25% of particles having less than 10μm diameter or the chemical is purposely aerolised during use, inhalation exposure should also be estimated.
Dermal Exposures estimated by EASE for certain scenarios are shown below. Assumptions are that the notified chemical is a liquid or a dusty solid and that no PPE is worn by the worker:

Non-dispersive use (where only certain group of workers, with the knowledge of the process, come into contact with the notified chemical)

Contact level

Incidental

(1 event/day)

Intermittent

(1-10 event/day)

Extensive

(>10 event/day)

Predicted exposure

0-0.1 mg/cm2/day

0.1-1 mg/cm2/day

1-5 mg/cm2/day

Wide dispersive use (refers to those activities which deliver uncontrolled exposure not only to the immediate process worker but to other workers/ general public)

Contact level

Incidental

(1 event/day)

Intermittent

(1-10 event/day)

Extensive

(>10 event/day)

Predicted exposure

0.1-1 mg/cm2/day

1-5 g/cm2/day

5-15 mg/cm2/day

Due to the number of different scenarios for the calculation of inhalation exposure, a simplified summary such as that shown above is not possible.

Note: the following example has been included for your information.

Eg

Transport and Storage

During transport and storage, workers are unlikely to be exposed to the notified polymer except when packaging is accidentally breached.

Formulation

Workers may come into contact with the notified chemical at a concentration of 70% as they manually empty the import containers or as they connect/disconnect the dip tube and pump to the drums. Incidental exposure to the notified chemical may occur via skin or eye contact from drips and spills. Workers involved in transfer will wear overalls, goggles and PVC or rubber gloves.

The estimated dermal exposure during formulation is 0-0.07 mg/cm2/day, based on EASE model (EASE) and assuming the notified chemical is present at concentration of 70%.  Therefore, for a 70 kg worker with surface area for hands at 820 cm2 and forearms at 1140 cm2 and a worst case 100% dermal absorption factor, systemic exposure is estimated to be 0 – 2 mg/kg bw/day

Inhalation exposure is expected to be minimal due to the low vapour pressure of the notified chemical and the engineering controls in place.  

Exposure to the notified chemical would be reduced by the use of PPE. In addition, exposure is only expected to occur on approximately 15 days per year.

Exposure during the filling operation is expected to be negligible due to the low concentration of 0.5% in formulated product and the use of automated systems.

Minimal exposure will occur during the laboratory testing due to the small quantities sampled and since it will only take a few minutes per batch.

End Use

During the coating application process, worker exposure is expected to be minimal since the coating process is an automated, fully enclosed process that takes place under exhaust ventilation. Worker exposure by the dermal route is possible during cleaning of equipment. However, exposure to significant amounts of the notified chemical is limited due to the low concentration (0.5%) and the use of PPE. After application and once dried, the coating containing the notified chemical is cured into an inert matrix and is hence unavailable to exposure.




	6.2.
Summary of Public Exposure
	

	
	Public exposure may occur by:

· exposure during industrial use as the result of contamination of air, water, soil or food

· exposure as the result of an industrial accident

· exposure by domestic use of the chemical

Describe and provide and estimate of potential public exposure to the notified chemical taking into account the number of people likely to be exposed, the concentration of the chemical, the use pattern, and other factors including the availability of the notified chemical. The exposure assessment will normally be qualitative, however in the case of cosmetic products a quantitative assessment should be undertaken where sufficient information is available.

Where possible actual usage figures should be used, however, generic usage figures for a number of cosmetic products can be found in the Scientific Committee on Cosmetic Products and Non-Food Products intended for Consumers (SCCNFP) Notes of Guidance for the testing of Cosmetic Ingredients and their safety evaluation. 5th Revision. SCCNFP/0690/03Final <http://europa.eu.int/comm/health/ph_risk/committees/sccp/documents/out242_en.pdf>.

Some examples for various scenarios are given below.  If this is appropriate for the current circumstances, adapt this or write in a similar style.

Eg 1

The photoprocessing solution is sold to professional customers only. Therefore, no exposure to the general public is expected.

Eg 2

The public may be intermittently exposed to the notified chemical when replacing the spent cartridge, and during maintenance and cleaning of home printers or photocopiers.  Exposure would be principally by skin contamination, however, inhalation exposure could also occur, particularly if spillage occurs.  Exposure to the notified chemical is expected to be low due to the design of the toner cartridges and the low concentration of the notified chemical.  Exposure will be minimised by the use of the replacement procedures recommended by the manufacturer and placing photocopiers and printers in areas of adequate ventilation. 

Exposure to the notified chemical in printed paper is expected to be negligible, as it will be bound in the structure of the paper.

Eg 3

The notified polymer will be available to the public only after it has been mixed with gasoline at the refinery. Given the low concentration (85 mg/litre) and the minimal direct contact with fuel under normal circumstances, public exposure is expected to be minimal

Eg 4

Final paint products containing < 0.1% notified polymer may be available for public use. Dermal/ocular exposure may occur during application but is expected to be low due to the low concentration.  In addition, such exposure would be limited to one or two occasions per year, and probably one or two days for each occasion 

Once the paint is dried, the notified polymer is contained within an inert film and is not available for exposure to the public.

Eg 5

The public will be exposed to the notified chemical through use of the final products. Exposure to the notified chemical will vary from product to product due to pattern of use.  An estimate of exposure is as follows:
Type of cosmetic product

application quantity (g/application)*

application frequency per day*

retention factor (%)*

% notified chemical in product

exposure to notified chemical (mg/day) 

Body lotion

8

0.71

100

0.0016

0.091

creams

0.8

2

100

0.0012

0.019

shampoos

8

1

1

0.002

0.002

shower gels

5

1.07

10

0.0048

0.026

* data from EU SCCNFP.



	6.3.
Summary of Environmental Exposure
	

	
	Discuss in turn release during manufacturing, processing, (re)formulation, and/or end use, as applicable.

For each

· estimate the amount of the notified chemical that will be released directly into either the environment or into control technology. Provide this information as “kg per day” for continuous operations or repetitive batch operations and “kg per batch” for less frequent batch operations. Base the estimates on the maximum 12-month introduction volume. Take into consideration releases from cleaning of equipment, storage and residues remaining in transport containers

· identify the destination(s) of release, e.g. ground water or natural waterways including release to waste water treatment facilities, landfill, surrounding land, air

· describe the type of technology used to control release of the notified chemical, and the efficiency of the control technique. Examples of control technologies include carbon filters, scrubbers and biological treatment (primary, secondary etc). If no control technology is used, state this  

A predicted environmental concentration (PEC) in fresh water and marine water should be calculated where there is release to waterways and/or water treatment works such as a sewer or similar structure where a chemical is diluted, held or treated before discharge into a natural waterway. PEC = V/ P x W x D where V=volume of chemical released (mg); P=population (20 million); W=water used/person/day (200L); D=days/year. A dilution factor of 10 is used for marine waters.

Some examples for various scenarios are given below.  If this is appropriate for the current circumstances, adapt this or write an in a similar style.

Eg

Paints

Architectural

The products containing the notified chemical are likely to be used throughout Australia. The major environmental exposure is expected to be due to the disposal of waste from the coatings manufacture and particularly from overspray during application to landfill. If spilt on land, the notified chemical is expected to become immobilised in the soil layer due to its low water solubility.

The waste chemical is discharged in domestic wash waters to waste water treatment systems through washing of brushes etc. (In this case a worst case PEC can be estimated using a similar calculation to that described for personal care products below, assuming that 5% of the total import volume is washed to the sewer.)

Based on the proposed use pattern, the release of the notified chemical to the aquatic environment is expected to be low and dispersed. 

Automotive

Up to ZZ tonnes per annum of waste notified chemical may be generated during coatings manufacturing and use each year as a result of incidental spills, equipment cleaning (brushes, rollers, spray equipment), and residues in containers. The majority of this waste will be sent to landfill for disposal. In landfill, the notified chemical in solid wastes is expected to be immobile.

Spills of notified chemical to land are expected to bind to soil and should not be mobile or affect groundwater due to very low water solubility. Spills of notified chemical to waters are not expected to dissolve due to the lack of water solubility, and the product is expected to disperse or settle to sediment.

Most of the notified chemical used in automotive finishes will eventually be incorporated in metal recycling programs or sent to landfill for disposal following its lifecycle.  During reclamation, the notified chemical would be destroyed in furnaces and converted to water vapour and oxides of nitrogen, carbon, etc.

Personal care

Since most of the chemical will be washed into the sewer, under a worst case scenario with no removal of the notified chemical in the sewage treatment plant, the resultant predicted environmental concentration (PEC) in sewage effluent on a nationwide basis is estimated to be AA (g/L.

      Amount entering sewer annually                                       
BB kg


Population of Australia









20 million


Amount of water used per person per day




200 L


Number of days in a year
                                          

365

Based on dilution factors of 1 and 10 for inland and ocean discharges of STP-treated effluents, the PECs of the notified chemical in freshwater and marine water may approximate AA or DD g/L, respectively.

Photocopying toners

While environmental exposure is limited during toner use, the total import volume of the notified chemical will ultimately be disposed of by either landfill or incineration. The widespread use pattern indicates that landfills throughout Australia would receive the notified chemical bound into the toner matrix within cartridges and on paper products. The used toner would be expected to remain within the container unless breached. On paper the notified chemical will interact with other components to form a stable chemical matrix and, once dry, is expected to be immobile. 

During recycling processes, waste paper is repulped using a variety of alkaline, dispersing and wetting agents, water emulsifiable organic solvents and bleaches. These agents enhance fibre separation, toner detachment from the fibres, pulp brightness and the whiteness of paper. These aqueous wastes are expected to go to sewer. Very little of the notified chemical is expected to partition to the supernatant water which is released to the sewer. Sludge generated during the washing process is dried and incinerated or sent to landfill for disposal.  

Inks

The notified chemical will be used as a component of UV curable inks. Once these inks have been cured the notified chemical is expected to remain within the product matrices. Hence, the majority of the notified chemical will share the fate of the articles into which it is incorporated. It is anticipated that these will be disposed of to landfill or incinerated at the end of their useful lifetime. In landfill it is expected that the notified chemical will remain immobile within the soil. Incineration of the notified chemical will result in the formation of water vapour and oxides of carbon and nitrogen. (The words on recycling as for photocopying toners may also be relevant.)

Very little if any will be released to water and it is not possible to calculate a reasonable predicted environmental concentration (PEC).


	7.
ESTABLISHMENT OF LOW PHYSICAL AND CHEMICAL HAZARD


	7.1
	Appearance at 20oC and 101.3 kPa
	Give the state of the notified chemical itself (rather than a formulation) under these conditions, and any identifying features such as colour, Eg Light yellow crystalline solid.

	7.2a
	Melting Point (and/or)
	…oC (for the chemical itself) For viscous liquids, the “pour point” is an acceptable alternative, and for polymers the glass transition temperature may be reported in place of the melting point where appropriate. Please make it clear if pour point or glass transition temperature are given.

	7.2b
	Boiling Point
	…oC (for the chemical itself) If the notified chemical decomposes, report the temperature at which the effect was observed. 

	7.3
	Density
	… kg/m3 at …oC (for the chemical itself) Note that the units of density are kg/m3. Density in kg/m3 is 1000 times density in g/cm3.



	7.4
	Vapour Pressure
	… g/L at 20oC  (for the chemical itself) If the vapour pressure has been calculated, indicate as ‘estimated’.



	7.5
	Water Solubility
	… g/L at 20oC (for the chemical itself) .  If a water solubility study cannot be conducted, sound scientific reasons should be advanced as well as an indication of likely solubility based on structural considerations.

	7.6
	Hydrolysis as a Function of pH
	t½ = … at pH … (shortest t½) (for the chemical itself). This information is required for water-soluble chemicals only, that is, those chemicals with water solubility >10-6 g/L. The degree of hydrolysis is required at pH values normally found in the environment (pH 4-9) and under more acidic conditions (pH 1-2) for physiological purposes.

	7.7
	Partition Coefficient (n-octanol/water)
	Log Pow = … at 20oC. (for the chemical itself)This information is required only for (pure) water-soluble chemicals which do not dissociate or associate, and which are not surface-active. 

If the test cannot be performed or it is impractical to do so, provide a calculated value for log P instead.

	7.8
	Absorption/Desorption
	Log Koc = … at 20oC (for the chemical itself)

	7.9
	Dissociation Constant
	pKa = … The dissociation constant is required for all chemicals that dissociate in water. The dissociation constant may be estimated based on the known properties of acidic or basic functional groups present.

	7.10
	Particle Size
	MMAD:

…% < 10 m

…% < 100 m

For a powdered chemical, give the Mass Median Aerodynamic Diameter (MMAD) and percentage by weight below 10 microns and below 100 microns diameter.

	7.11
	Flash Point
	… oC at …kPa (closed/open cup) Indicate whether closed or open cup method used. Quote the lowest observed temperature at which a flash occurs.

	7.12
	Flammability
	yes/no

	7.13
	Explosive properties
	yes/no

	7.14
	Reactivity
	Include general remarks on stability under normal conditions, for example reactivity with water or air.


	7.1.
Discussion of Observed Effects
	

	
	Discuss particularly physico-chemical hazards such as flammability, explosive properties and reactivity. NICNAS may request copies of original data for endpoints where physico-chemical classification may be appropriate.  Also include any essential comments for understanding the physical and chemical properties, eg formulation details if the polymer is never isolated or comments on water solubility testing if any.


	8.
ESTABLISHMENT OF LOW HUMAN HAZARD


Complete the following table using information derived from the toxicological studies. For a chemical, biopolymer or low molecular weight polymer, all but rows 11 and 12 are compulsory. These rows should be completed if data is available. For a synthetic polymer of NAMW > 1000, only the results for Rows 1, 4 and 8 are compulsory (except where the polymer contains one or more High Concern Reactive Functional Groups with FGEW < 5000, as defined in the PLC criteria (except unsubstituted positions ortho and para to phenolic hydroxyl or partially-hydrolysed acrylamides), in which case row 6 is also required); other rows should be added and completed if data are available. Acute Inhalation toxicity results are not required if a) the chemical has a vapour pressure less than 1.5kPa; and b) the chemical as introduced has less than 25% of particles having less than 10μm diameter; and c) the chemical is not purposely aerolised during use.

	Endpoint
	Result
	Classified?
	Effects Observed?*

	1. Rat, acute oral 
	LD50 … mg/kg bw
	yes/no
	yes/no

	2. Rat, acute dermal 
	LD50 … mg/kg bw
	yes/no
	yes/no

	3. Rat, acute inhalation 
	LC50 … mg/L/4 hour
	yes/no
	yes/no

	4. Rabbit, skin irritation
	slightly irritating/non-irritating
	yes/no
	yes/no

	5. Rabbit, eye irritation
	slightly irritating/non-irritating
	yes/no
	yes/no

	6. Skin sensitisation - adjuvant test/non-adjuvant test/LLNA. [Delete as appropriate]
	evidence/ no evidence of sensitisation.
	yes/no
	yes/no

	7. Rat, <route of exposure> repeat dose toxicity - … days.
	NOEL/NOAEL/LOAEL
	yes/no
	yes/no

	8. Genotoxicity - bacterial reverse mutation
	mutagenic/non mutagenic
	yes/no
	yes/no

	9. Genotoxicity – in vitro <test type>
	genotoxic/non genotoxic
	yes/no
	yes/no

	10. Genotoxicity – in vivo <test type>
	genotoxic/non genotoxic
	yes/no
	yes/no

	11. Developmental and reproductive effects
	NOEL/NOAEL/LOAEL
	yes/no
	yes/no

	12. Carcinogenicity
	
	yes/no
	yes/no


* If effects are observed, they should be described in the summary below. NICNAS may request copies of original data for endpoints where effects are seen, even below classification levels, depending on the severity of the effects and the exposure conditions described above.

	8.1.
Discussion of Observed Effects
	

	
	If all entries in the “effects” column of the table above are “no”, delete this section. Otherwise fill in details of the types of effects which were observed. 
Acute toxicity.

Signs of toxicity: List the signs considered to be due to the test substance. Describe the clinical signs at each dose, and indicate their severity, time of onset and duration. If there is mortality, indicate time of deaths.

Effects in organs: List the effects considered to be test-substance related. Include macroscopic effects and, where available, microscopic effects. Indicate their relationship to the dose given, and describe their severity and number of animals affected.

Irritation and Sensitisation.

Include any observed (non-zero) skin and eye irritation and skin sensitisation scores in the tables below. Any additional effects such as staining of the eye can be recorded in this section.
Repeated Dose Toxicity
Mortality and Time to Death: Report the number of animals of each sex that died at each exposure level. Also report the time to death in hours or days

Clinical Observations: Clinical observations include effects on body weight, food and water consumption, ophthalmologic findings and any signs of ill-health.

Laboratory findings (Clinical Chemistry, Haematology, Urinalysis): The effects listed should concentrate on those that are due to the test substance, and are related to the level of exposure to the test substance.

Pathology (Organ weight, Gross Pathology, Histopathology): The effects listed should concentrate on those that are due to the test substance, and are related to the level of exposure to the test substance.

Genotoxicity

Developmental and reproductive effects

Effects on Parental animals: Effects include 

· fertility index (pregnancies/matings)

· number of implantations

· pre and post implantation loss, if available

· gestation index (live litters/pregnancies)

· number of resorptions, early/late, if available

· number of corpora lutea

· duration of pregnancy

· changes in organ weights, particularly effects on total uterine weight

Effects of Foetus: Effects Include

· litter size and weights. Report the number of litters produced at birth per dose or per concentration

· sex and sex ratios

· viability index (pups surviving 4 days/total births)

· post-natal survival until weaning

· effects on offspring (grossly visible abnormalities)

· postnatal growth, postnatal growth rate

· organ weights, gross pathology

Carcinogenicity.





Skin Irritation Scores

	Lesion
	Maximum Score*


	Maximum Duration of Any Effect
	Maximum Value at End of Observation Period

	Erythema/Eschar
	
	
	

	Oedema
	
	
	





Eye Irritation Scores

	Lesion
	Maximum Score
	Maximum Duration of Any Effect
	Maximum Value at End of Observation Period

	Conjunctiva: redness
	
	
	

	Conjunctiva: chemosis
	
	
	

	Conjunctiva:discharge
	
	
	

	Corneal opacity
	
	
	

	Iridial inflammation
	
	
	


Skin Sensitisation Scores

	Group
	Challenge Concentration
	Number of Animals Showing Any

Skin Reactions after:

	
	
	1st challenge
	2nd challenge

	
	
	24 h
	48 h
	24 h
	48 h

	Test Group
	Eg

25%
	Eg

0/10
	Eg

0/10
	Eg

-
	Eg

-

	
	50%
	2/10
	1/10
	-
	-

	Control Group
	25%
	0/5
	0/5
	-
	-

	
	50%
	1/5
	0/5
	-
	-


	8.2.
Human Health Hazard Assessment 
	

	
	The following suggested text is appropriate where supported by toxicological data.

Based on the available toxicological data, the notified chemical is expected to, be of low acute oral, dermal and inhalation toxicity, be non (slightly) irritating to skin and eyes, have low potential for skin sensitisation, be of low chronic toxicity and have low potential for mutagenicity or clastogenicity.
AND (if powder), the following may be appropriate.

The powder may cause mechanical irritation to the eyes, and to the respiratory tract if inhaled. Repeated or prolonged skin contact may result in mild irritation.


	9.
ESTABLISHMENT OF LOW ENVIRONMENTAL HAZARD


	9.1.
Environmental fate


	Endpoint
	Result
	Criterion met?
	Effects Observed?*

	1. Ready Biodegradability
	Biodegradable/not biodegradable
	yes/no
	yes/no

	2. Bioaccumulation
	Bioaccumulative/not bioaccumulative
	yes/no
	yes/no


	9.1.1.
Discussion of Environmental Fate

	
	Ready Biodegradability: 

Bioaccumulation:




	9.2.
Ecotoxicological investigations


	Endpoint
	Result
	Criterion met?
	Effects Observed?*

	1. Fish Toxicity
	EC50 … mg/L
	yes/no
	yes/no

	2. Daphnia Toxicity
	EC50 … mg/L
	yes/no
	yes/no

	3. Algal Toxicity
	EC50 … mg/L
	yes/no
	yes/no

	4. Inhibition of Bacterial Respiration
	EC50 … mg/L
	yes/no
	yes/no


	9.2.1.
Discussion of Observed Effects

	
	If all entries in the “effects” column of the table above are “no”, delete this section. Otherwise fill in details of the types of effects which were observed. NICNAS may request copies of original data for endpoints where effects are seen, even below classification levels, depending on the severity of the effects and the exposure conditions described above.

The type of effects to report are any observations worthy of remark during the toxicological studies. These include mortalities or sublethal effects in fish or daphnia tests, adhesion of test material and reductions of cell counts or biomass in algal studies.

Fish Toxicity:

Daphnia Toxicity:

Algal Toxicity:

Inhibition of Bacterial Respiration:



	9.3.
Environmental Hazard Assessment 

	
	The following suggested text is appropriate for chemicals which meet the non-hazardous environmental criteria. Toxicological study results should also be briefly summarised. If the EC50 is not the same for all species, the most sensitive species EC50 should be used.

Eg

The notified chemical meets the non-hazardous environmental criteria and can therefore be considered to be of low hazard. 

The notified chemical is practically non-toxic to fish, daphnia, and algae with an EC50 for all species >100 mg/L. The PNEC, using this EC50 and assessment factor of 100, is >1 mg/L. The notified chemical is readily biodegradable and is not expected to bioaccumulate.




	10.
RISK ASSESSMENT


In the risk assessment section, consider only the notified chemical. If a risk arises due to the presence of other ingredients, such as solvents and surfactants which are on AICS, these are separately subject to controls, and the controls have the effect of reducing exposure to the notified chemical. A risk arising from the other ingredients is subject to the controls arising from State and Territory legislation, eg hazardous substances and environmental regulation, and is not the subject of the self-assessment report.

	10.1.
Environment – risk characterisation

	
	The exposure, fate and effects data should be used to determine the potential environmental risk. Likely and worst-case exposure patterns should be compared to the chemical's ecotoxicological profile to ascertain which living organisms, if any, are likely to be affected by the chemical's proposed use. A risk quotient (PEC/PNEC) should be calculated where possible.

The following example text is appropriate for chemicals which meet the non-hazardous environmental criteria

Eg

The resulting risk quotient (PEC/PNEC) is below 1 for both freshwater (xx) and marine water (yy), indicating no immediate concern to the aquatic compartment. In addition, the ready biodegradability of the notified chemical will further reduce the risk to the aquatic life.

Overall, based on the proposed import volumes and use pattern the notified chemical is not expected to pose an unacceptable risk to the environment.

and/or

A low potential for environmental release of the notified chemical is expected, with most wastes generated being either recycled, incinerated or landfilled. Within the landfill environment, the notified chemical is likely to degrade over time to simpler compounds of carbon. There will be limited release to the aquatic environment and an approximate PEC can be calculated for comparison with the PNEC. The PEC/PNEC ratio (xx) is much less than 1 indicating a low risk to the aquatic compartment. In conclusion the risk to the environment is expected to be low if the chemical is used in the manner and levels indicated by the notifier.


	10.2.
Occupational health and safety – risk characterisation

	
	The health risk to workers is characterised by integrating the exposure and effects assessments. For brief or short-term exposures, human data and information from acute toxicity studies in animals are taken into account to determine the risk of adverse health effects, such as acute respiratory effects and skin irritation. For longer term and repeated exposures, the health risk to workers is characterised by firstly comparing exposure estimates with NOAELs to give a margin of exposure (MOE), and then deciding whether there is cause for concern. MOE greater than or equal to 100 are considered acceptable to account for intra- and inter-species differences.  

If the risk characterisation has shown that there is cause for concern, then further control

measures are recommended where necessary. Both regulatory and non-regulatory controls may be recommended.

For self-assessment purposes the notified chemical must be non–hazardous and therefore the risk to workers should be low. However, there may be some adverse effects such as irritancy that may need to be considered.

Eg

The notified chemical is a slight skin and eye irritant. Therefore, the following personal protective equipment should be worn during the weighing and transfer of the notified chemical: Protective eyewear, protective clothing and impermeable gloves.

Exposure to the notified chemical during formulation was estimated to be 0 – 1.26 mg/kg bw/day.  The margin of exposure (MOE) is calculated as 794. The MOE was based on a NOAEL of 1000 mg/kg bw/day, derived from a 28-day rat oral study.  MOE greater than or equal to 100 are considered acceptable to account for intra- and inter-species differences.  Therefore, the risk of systemic effects using modelled worker data is acceptable for formulation workers.

Following formulation of the photoprocessing solution, exposure to the notified chemical is expected to be negligible. Therefore the risk to workers involved in the use or handling of the photoprocessing solution is also expected to be negligible.



	10.3.
Public health – risk characterisation

	
	The public health risk is characterised by integrating the exposure and effects assessments. Many notified chemicals will have no adverse effect on public health, due to low potential for exposure and/or low toxicological hazard at the levels present in products.

Eg 1

The public will be exposed to the notified chemical through use of personal care products. For effects relevant to skin absorption, the no adverse effect level can be considered to be > 1000 mg/kg/day. The margin of exposure is therefore, is > 1000/1.33 or > 750.  MOE greater than or equal to 100 are considered acceptable to account for intra- and inter-species differences.  Therefore, the risk of systemic effects from the notified chemical following prolonged use of personal care products containing the notified chemical is low. There is a low risk of skin and eye irritation from the content of the notified chemical in personal care products due to its low level of approximately 1%.

Eg 2

The public is not expected to have contact with the notified chemical, except in the case of accidental release during transport.  The public will have contact with coated photographic paper containing the chemical, but it will be bound under the outside layers of the paper.  The risk to the public is considered very low, because of low hazard and low exposure.

Eg 3

Public exposure to the notified chemical will arise from DIY end use of lubricant products. While there may be occasional exposure to the lubricant product when carrying out oil change at home, the oil residues involved will contain low levels of the notified chemical, which are not expected to give rise to irritant effects. 

Based on the expected low exposure during use and the low concentration of the notified chemical in the lubricant products, the risk to public health is considered low.


	11.

CONCLUSIONS – ASSESSMENT LEVEL OF CONCERN FOR THE ENVIRONMENT AND HUMANS


	11.1.
Hazard classification

	
	Based on the available data the notified chemical is not classified as hazardous under the NOHSC Approved Criteria for Classifying Hazardous Substances. 

If this is not the case the chemical or polymer is not non-hazardous and therefore is not suitable for self assessment.


	11.2.
Environmental risk assessment

	
	The notified chemical is not considered to pose a risk to the environment based on its reported use pattern.

For a non-hazardous chemical or non-hazardous polymer, the above statement should satisfactorily describe the environmental risk; if this is not the case, explain why additional assessment may be needed in this case.


	11.3.
Human health risk assessment


	11.3.1.
Occupational health and safety

	
	There is No Concern/Low Concern to occupational health and safety under the conditions of the occupational settings described.

Normally these are the only two options applicable for a non-hazardous chemical or non-hazardous polymer,  – no concern in the case of effectively no occupational exposure, low otherwise. It is possible that both scenarios can arise if there are multiple uses and the circumstances should be defined under which concern is non-existent and those under which it is low.


	11.3.2.
Public health

	
	There is Negligible Concern/Low Concern to public health when used….

Normally these are the only two options applicable for a non-hazardous chemical or non-hazardous polymer,  – negligible in the case of effectively no public exposure, low otherwise.  complete the “when used….” to specify the circumstances under which concern is low; it is possible that both scenarios can arise if there are multiple uses and the circumstances should be defined under which concern is negligible and those under which it is low.


	12.
MATERIAL SAFETY DATA SHEET


	12.1.
Material Safety Data Sheet

	
	The notifier has provided MSDS in accordance with the schedule item B 12 of the ICNA Act.  The accuracy of the information on the MSDS remains the responsibility of the applicant.

The notifier must provide an MSDS for the notified chemical, in the form in which it is introduced to Australia, and for any products containing the notified chemical. The MSDS must conform with the NOHSC requirements

(http://www.nohsc.gov.au/pdf/standards/MSDSCodeNOHSC20112003.pdf)


	13.

RECOMMENDATIONS


	
	Control Measures

Occupational Health and Safety

Some examples of occupational health and safety recommendations are listed here.  If alternative recommendations are required, amend or replace these recommendations. Recommendations for the safe use of the notified chemical must be completed as part of the self-assessment template.

· No specific engineering controls, work practices or personal protective equipment are required for the safe use of the notified chemical itself, however, these should be selected on the basis of all ingredients in the formulation.

Guidance in selection of personal protective equipment can be obtained from Australian, Australian/New Zealand or other approved standards.

· Employers should implement the following safe work practices to minimise occupational exposure during handling of the notified chemical as introduced:

· Avoid skin and eye contact

· Employers should ensure that the following personal protective equipment is used by workers to minimise occupational exposure to the notified chemical as introduced:

· Chemical resistant gloves
· Protective clothing
· Safety goggles
· Guidance in selection of personal protective equipment can be obtained from Australian, Australian/New Zealand or other approved standards.

· Service personnel should wear cotton or disposable gloves and ensure adequate ventilation is present when removing spent printer cartridges containing the notified chemical and during routine maintenance and repairs.

· Atmospheric monitoring should be conducted [by ……] to measure workplace concentrations of nuisance dust/decomposition products during (manufacture, formulation, use) of the notified chemical.

· A copy of the MSDS should be easily accessible to employees.

· If products and mixtures containing the notified chemical are classified as hazardous to health in accordance with the NOHSC Approved Criteria for Classifying Hazardous Substances, workplace practices and control procedures consistent with provisions of State and Territory hazardous substances legislation must be in operation.

Environment

· The following concentration limits should be implemented [by ……] for release of the notified chemical to the environment:

· [List limits]

· The following control measures should be implemented by [by ……] to minimise environmental exposure during (manufacture, formulation, use) of the notified chemical:

· [List control measures]

· The following monitoring should be conducted [by ……] to measure environmental release during (manufacture, formulation, use) of the notified chemical:

· [List methods of monitoring]

Disposal

· The notified chemical should be disposed of by [method of disposal].

Storage

· The following precautions should be taken [by ……] regarding storage of the notified chemical:

· [List]

Emergency procedures

· Spills/release of the notified chemical should be handled by [method of treatment].

Transport and Packaging

(if necessary)


Guidance Document


Non-hazardous chemicals & non-hazardous polymers other than PLC: Self-Assessment











Enter the maximum individual score for any animal during the whole observation period (not limited to the 24-72 hour period).






















































































Enter the longest period (in days, except where less than 1 day) during which an irritant response (of any severity) was seen in any animal.





Enter the maximum score for each end point in any animal at the end of the observation period here.








