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Application for New Chemical Notification in the Standard or Limited Notification Category – Template Submission
Use this form to apply for a Notification of a New Industrial Chemical in the Standard or Limited Notification categories under Section 23 of the Industrial Chemicals (Notification and Assessment) Act 1989.

For fees information see http://www.nicnas.gov.au/Industry/New_Chemicals/Fees_And_Charges.asp 

Notification Statement 

Applicant(s) to complete. Where a joint application is made, details of all the applicants and a signed declaration from all the applicants are required.
If data is provided by a third party, either separately or accompanying the notification, a Third Party Information Lodgement Form (signed by the owner of the data) should accompany the third party data.

Please complete the form by clicking in the appropriate boxes and by writing in the relevant sections in BLOCK LETTERS. Ensure that all supporting documents and relevant fees are enclosed.

This notification statement contains:

 FORMCHECKBOX 

A completed electronic copy of the New Chemical Notification Form.  

 FORMCHECKBOX 

Two hardcopies of the completed form. 
 FORMCHECKBOX 

Test reports, chemical structure, spectra and other relevant information in duplicate.  

 FORMCHECKBOX 

Notification Fee.  

Return to:         
Director

                           
NICNAS

                           
GPO Box 58, Sydney NSW 2001 (postal address) or




Level 7, 260 Elizabeth Street, Sydney NSW 2010 (courier address)
                           
Telephone (02) 8577 8800 / 1800 638 528      Fax (02) 8577 8888

Should you have difficulties completing this form, require further information or to provide feedback on this form, please contact the New Chemicals Program by e-mail at newchemicals@nicnas.gov.au or on the above details, or visit http://www.nicnas.gov.au.
	Notifier Details

	Business Name: 

	ACN / ABN:

	NICNAS Registration Number:


	Business Address:

	
	Postcode:


	Postal Address (if same as Business Address, state AS ABOVE):

	
	Postcode:

	Contact Name:
	Position:

	Phone: 
	Fax: 
	E-mail:


	Authorisation to Act as Technical Contact

	The technical contact is the primary contact for NICNAS and unless indicated otherwise is normally the sole contact for NICNAS with regards to requests for additional information and the giving of the assessment certificate if the contact is in Australia.


	Business Name:

	Business Address:

	
	Postcode:

	Postal Address (if same as Business Address, state AS ABOVE):

	
	Postcode:

	Contact Name:
	Position:

	Phone: 
	Fax: 
	E-mail:


	I/We, the Notifier (Applicant), authorise the technical contact to act on my/our behalf in all matters pertaining to my/our application for an assessment certificate (Note: this authorisation to act can be amended or cancelled at any time by notifying NICNAS in writing)
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	Should correspondence between NICNAS and the technical contact be electronic where possible? Note permits/certificates will be delivered to the contact via courier.
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


	Type of Notification

	Standard Notification (STD)
	 FORMCHECKBOX 
  Chemical other than polymer (>1 tonne/year)

 FORMCHECKBOX 
  Biopolymer (>1 tonne/year)

 FORMCHECKBOX 
  Synthetic polymer with Mn <1000 Da (>1 tonne/year)

 FORMCHECKBOX 
  Ultraviolet filter in a cosmetic to be applied to the skin

	Limited Notification (LTD)
	 FORMCHECKBOX 
  Synthetic polymer with Mn ≥1000 Da
 FORMCHECKBOX 
  Small volume: chemical other than polymer (≤1 tonne/year)

 FORMCHECKBOX 
  Small volume: synthetic polymer with Mn <1000 (≤1 tonne/year)

 FORMCHECKBOX 
  Small volume: biopolymer (≤1 tonne/year)

 FORMCHECKBOX 
  Site limited: chemical other than polymer (≤10 tonnes/year)

 FORMCHECKBOX 
  Site limited: synthetic polymer with Mn <1000 (≤10 tonnes/year)

 FORMCHECKBOX 
  Site limited: biopolymer (≤10 tonnes/year)

	Are you applying for a reduction in assessment fees due to a modular or foreign scheme notification?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


	If yes, please indicate which of the circumstances below applies and complete the Modular attachment form (http://www.nicnas.gov.au/Forms/New_Chemicals/STD_LTD_Notification.asp). 


	 FORMCHECKBOX 
  The chemical is similar to a chemical previously assessed by NICNAS 

	 FORMCHECKBOX 
  The chemical is being notified at the same time as a similar chemical and for a similar use 

	 FORMCHECKBOX 
  Modular Assessment – approved Australian regulatory agency 

	 FORMCHECKBOX 
  Approved Foreign Scheme - Canada 
	 FORMCHECKBOX 
  Modular Assessment – USA 

	 FORMCHECKBOX 
  Modular assessment - Canada 
	 FORMCHECKBOX 
  Modular Assessment – EU 


	Chemical Details

	Chemical Name:

	Marketing or Other Name(s):

	CAS Number (if known):


	Has this chemical been notified overseas?  
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No


	If yes, by which competent authority and in what year? 


	Has this chemical been assessed, or is it currently being assessed by another Australian regulatory agency (e.g. TGA, APVMA)?
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No


	If yes, provide details: 


	Is the chemical to be used as an ultraviolet filter in a cosmetic to be applied to the skin? 
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No


	If yes, please note that the application must be submitted in the Standard Notification category. In addition, the UV filters attachment form should be completed and submitted with the notification (http://www.nicnas.gov.au/Forms/New_Chemicals/STD_LTD_Notification.asp). 


	Is the chemical an industrial nanomaterial under the NICNAS definition? 
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No

	(Note: for the working definition please consult the document,  Guidance on New Chemical Requirements for Notification of Industrial Nanomaterials,
	    FORMCHECKBOX 
  Unsure#


	available from http://www.nicnas.gov.au/Current_Issues/Nanotechnology.asp)
	


	If yes or unsure, is the chemical introduced as a solid/powder or as a dispersion? (Note: if the answer to this question is yes, please consult the above nanomaterial guidance document as additional data requirements may apply).
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No


#Please note that by checking this box, the chemical may be assumed to be an industrial nanomaterial for risk assessment purposes.
	Exempt Information

	Information that is not considered “basic information” may be claimed as confidential and if approved will not be published in the Chemical Gazette or Public Report. Some sections that may be claimed as confidential require generic text for publication.

	Do you wish to claim any information as confidential? (fee applies)*
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No

	Proposed Exempt Information:
	
	

	 FORMCHECKBOX 
  Chemical name
	 FORMCHECKBOX 
  Molecular weight
	 FORMCHECKBOX 
  Residual monomers/impurities

	 FORMCHECKBOX 
  Other names
	 FORMCHECKBOX 
  Spectral data
	 FORMCHECKBOX 
  Manufacture/import volume

	 FORMCHECKBOX 
  CAS number
	 FORMCHECKBOX 
  Purity
	 FORMCHECKBOX 
  Site of manufacture/reformulation

	 FORMCHECKBOX 
  Molecular formula
	 FORMCHECKBOX 
  Use details
	 FORMCHECKBOX 
  Other (outline below)

	 FORMCHECKBOX 
  Structural formula
	 FORMCHECKBOX 
  Polymer constituents
	


	Justification for claims: 


	Third Party Information Lodgement

	Does this submission include information that is to be held confidential from the notifier and will be provided by a third party?
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No


	If yes, please identify the items to be provided below and complete a Third Party Information Lodgement Form (http://www.nicnas.gov.au/Forms/New_Chemicals/STD_LTD_Notification.asp).


	 FORMCHECKBOX 
  Chemical name
	 FORMCHECKBOX 
  Molecular weight
	 FORMCHECKBOX 
  Residual monomers/impurities

	 FORMCHECKBOX 
  Other names
	 FORMCHECKBOX 
  Spectral data
	 FORMCHECKBOX 
  Manufacture/import volume

	 FORMCHECKBOX 
  CAS number
	 FORMCHECKBOX 
  Purity
	 FORMCHECKBOX 
  Site of manufacture/reformulation

	 FORMCHECKBOX 
  Molecular formula
	 FORMCHECKBOX 
  Use details
	 FORMCHECKBOX 
  Other 

	 FORMCHECKBOX 
  Structural formula
	 FORMCHECKBOX 
  Polymer constituents
	


	Variation of Schedule Requirements

	It is possible to apply for a Variation to the Scheduled Data Requirements if you do not have all of the necessary information for the required endpoints. In such cases, you do need to provide calculated data/data on a similar chemical/scientific justification for the omitted endpoints. For further information on data requirements, please consult the NICNAS Handbook for Notifiers.

	Does this submission include variation(s) to the Schedule requirements for any item(s)? (fee applies)*
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No


	Please identify items on the attached template and provide full details of the proposed variations and justification for each claim: 


	Early Introduction Permit

	Does this submission include an Application for Early Introduction Permit? (eligibility criteria and fees apply)*
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No


	If yes, please complete an Application for Early Introduction Permit Form (available from http://www.nicnas.gov.au/Forms/New_Chemicals/EIP.asp).


*For information regarding fees see http://www.nicnas.gov.au/Industry/New_Chemicals/Fees_And_Charges.asp 
	Declaration

	I declare that to the best of my knowledge all the information in this application is true, correct and complete.  In relation to the notification statement and/or other documentation accompanying this application, I declare that I am entitled to use and give the Director all data in the statement.

	Name
     
	Position
     

	Signature
	Date
     

	Note: It is an offence under the Act to supply a statement that is false or misleading.


	Payment Details

	 FORMCHECKBOX 
  Electronic Funds Transfer
	Please quote Notification number / Registration number / Invoice number when making the payment

	
	Account Name
	Department of Health & Ageing Official Departmental NICNAS Special Account

	
	Bank
	Reserve Bank of Australia, London Circuit, Canberra  ACT  2600

	
	BSB Number
	092-009
	Account Number
	11608-5

	

	 FORMCHECKBOX 
  Credit Card
	Card Type
	 FORMCHECKBOX 
  Mastercard
	 FORMCHECKBOX 
  Visa
	

	
	Credit card no.
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Amount:
	$     
	Expiry Date:
	     

	
	Print Name:
	     

	
	Authorised Signature:
	

	

	 FORMCHECKBOX 
  Cheque
	Enclosed
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No
	

	
	Cheques are to be made payable to the National Industrial Chemicals Notification and Assessment Scheme (NICNAS) in $AUD.

	

	Please note: If payment is being made from an overseas bank, all bank charges/fees are payable by the payee. The NICNAS SWIFT code is RSBKAU2S.
Applications will not be processed until correct payment has been received.


Instructions for Completing this Template
The template should be filled out completely. Any missing information may result in delays in processing the application. 

The completed application should be submitted to NICNAS in both hardcopy (in duplicate) and electronic form. With the exception of Schedule E items and certain Schedule C items, hardcopies of all test reports and other relevant information should be submitted to NICNAS in duplicate. The Schedule C items for which only one hardcopy of the test report is required include acute toxicity, repeated dose toxicity and genetic toxicity.
Prior to printing this document for submission, please delete sections of the template that are not applicable to your application (e.g. appendices B and C for a LTD application, if toxicological data is not provided).
The NICNAS Handbook for Notifiers is available from the NICNAS website (via the following link http://www.nicnas.gov.au/Publications/NICNAS_Handbook.asp), and should be consulted for information on data requirements.

For a Standard Notification, the parts of the Schedule to be completed are:

· Chemicals other than polymers: parts A, B and C or

· Polymers: parts A, B, C and D

· Note that for an ultraviolet filter in a cosmetic to be applied to the skin, Schedule part E data requirements apply. In such cases the UV Filter Attachment form should be completed and submitted to NICNAS.
For a Limited Notification, the parts of the Schedule to be completed are:

· Chemicals other than polymers: parts A and B or

· Polymers: parts A, B and D

The scheduled items represent a minimum set of data requirements. If additional data is available to the notifier, it should be provided to NICNAS as part of the notification package.
A guidance document is available on-line. This document indicates the information that should be included in each section. 
The attached template consists of 2 parts:

1. Exempt Information: this section should only be completed if exempt information is being applied for and the associated fee paid. Information in this section should not be duplicated in Part 2 (and vice-versa).
2. This section should contain information that is suitable for publication.

Note: some sections that may be claimed as Exempt Information require generic text for publication in the Chemical Gazette and Public Report. In these instances, the generic information should be entered in Part 2 of the template. For example: 

1. Use details: while the specific use of a chemical may be claimed as Exempt Information, the chemicals general uses are considered to be basic information. 
2. Where numerical information is being claimed as Exempt Information (e.g. Purity, Introduction Volume) a range (e.g. >x%, 10-20 tonnes) is required for publication in the Chemical Gazette and Public Report.
All headings/sub-headings within the template should not be altered, unless instructed to do so. Text should be entered into the relevant sections within the template in Times New Roman, 10 point font. Please note that this document is protected as a form (this allows completion of check boxes). Once the check boxes have been completed, additional functions (e.g. tracked changes) may be enabled by removing the document protection via the forms toolbar.
Through completion and electronic submission of the attached template, you may be eligible for a rebate of up to 15% or a modular assessment/approved foreign scheme rebate.
Where a joint application is made, details of all the applicants and a signed declaration from all the applicants are required, i.e. the preceding form pages should be completed by all applicants, whereas, the template component of the form (Part 1: Exempt Information and Part 2: Public Report) need only be submitted by one of the applicants.

	PART 1: EXEMPT INFORMATION


Only complete the sections for which an Application for Exempt Information is being made. Delete sections which are not required. Information in this section should not be duplicated in Part 2 (and vice-versa). However, some sections that may be claimed as Exempt Information require generic text for publication in the Chemical Gazette and Public Report (see Part 2 for details). In these instances, the generic information should be entered in Part 2 of the template. Note: numbering below refers to the corresponding section in Part 2: Public Report.
	2. IDENTITY OF CHEMICAL


	2.2. CAS Number 

	


	2.3. Chemical Name 

	


	2.4. Other Name(s) 

	


	2.5. Molecular Formula 

	


	2.6. Structural Formula 


[Free Space for Structural Formula]

	2.7. Molecular Weight
	[Use this box for non-polymers, otherwise delete]

	 


	2.8. Molecular Weight (MW) 
	[Use this box for polymers, otherwise delete]

	Number Average Molecular Weight (Mn)
	 Da

	Weight Average Molecular Weight (Mw)
	 Da

	Polydispersity Index (Mw/Mn)
	

	% of Low MW Species < 1000 Da
	%

	% of Low MW Species < 500 Da
	%


	2.9. Analytical Data
	[Remove or copy/paste additional boxes below as necessary]

	
	

	Method
	

	Remarks
	

	Test Facility
	


	Method
	

	Remarks
	

	Test Facility
	


	3. COMPOSITION


	3.1. Degree of Purity 
	

	…%


	3.2. Hazardous Impurities/Residual Monomers

	[If none write ‘None’ here. Otherwise delete this row and complete box below. Copy/paste additional boxes below as necessary]


	Chemical Name
	

	CAS No.
	
	Weight %
	

	Hazardous Properties
	


	3.3. Non Hazardous Impurities/Residual Monomers (> 1% by weight)

	[If none write ‘None’ here. Otherwise delete this row and complete box below. Copy/paste additional boxes below as necessary]


	Chemical Name
	

	CAS No.
	
	Weight %
	


	3.4. Additives/Adjuvants

	[If none write ‘None’ here. Otherwise delete this row and complete box below. Copy/paste additional boxes below as necessary]


	Chemical Name
	

	CAS No.
	
	Weight %
	


	3.5. Polymer Constituents  
	[Complete for polymers only]


	Chemical Name
	CAS No.
	Weight % starting
	Weight % residual

	
	
	
	

	
	
	
	

	
	
	
	


	5. INTRODUCTION AND USE INFORMATION


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


	Year
	1
	2
	3
	4
	5

	Tonnes
	
	
	
	
	


	5.4. Identity of Manufacturer/Recipients 
	

	


	5.6. Use 
	

	


	Part 2: Public Report


If an Application for Exempt Information is being made for certain sections (that were completed in Part 1 and the appropriate fee paid), then the corresponding sections in Part 2 should be deleted or generic information supplied where indicated (*).
	Preferred Name for the Notified Chemical/Polymer


1. APPLICANT AND NOTIFICATION DETAILS

	1.1. Applicant(s)  

	Name (ABN ) 

Address


	1.2. Notification Category
	[Delete as appropriate]

	Standard: Chemical other than polymer (more than 1 tonne per year).

Standard: Biopolymer (more than 1 tonne per year).

Standard: Synthetic Polymer with Mn < 1000 Da (more than 1 tonne per year).
Standard: Ultraviolet filter in a cosmetic to be applied to the skin
Limited: Synthetic polymer with Mn ( 1000 Da.

Limited-small volume: Chemical other than polymer (1 tonne or less per year).

Limited-site limited: Chemical other than polymer (10 tonnes or less per year).

Limited-small volume: Synthetic polymer with Mn < 1000 Da (1 tonne or less per year).

Limited-site limited: Synthetic polymer with Mn < 1000 Da (10 tonnes or less per year).

Limited-small volume: Biopolymer (1 tonne or less per year).

Limited-site limited: Biopolymer (10 tonnes or less per year).


	1.3. Exempt Information  (Section 75 of the Act)
	[Delete as appropriate]

	No details are claimed exempt from publication. 

Data items and details claimed exempt from publication: chemical name, other names, CAS number, molecular and structural formulae, molecular weight, polymer constituents, residual monomers/impurities, use details, manufacture/import volume, site of manufacture/reformulation, etc.  


	1.4. Variation of Data Requirements (Section 24 of the Act)
	[Delete as appropriate]

	No variation to the schedule of data requirements is claimed.

Variation to the schedule of data requirements is claimed as follows: [List data items only]


	1.5. Previous Notification in Australia by Applicant(s) 

	


	1.6. Notification in Other Countries

	


2. IDENTITY OF CHEMICAL

	2.1. Marketing Name(s)

	


	2.2. CAS Number 
	

	


	2.3. Chemical Name 
	

	


	2.4. Other Name(s)
	

	


	2.5. Molecular Formula 
	

	


	2.6. Structural Formula 
	


[Free Space for Structural Formula]

	2.7. Molecular Weight   *
	[Use this box for non-polymers, and for polymers for which molecular weight is being claimed as confidential, otherwise delete]

	


	2.8. Molecular Weight 
	[Use this box for polymers if not claimed as confidential, otherwise delete]

	Number Average Molecular Weight (Mn)
	 Da

	Weight Average Molecular Weight (Mw)
	 Da

	Polydispersity Index (Mw/Mn)
	

	% of Low MW Species < 1000 Da
	%

	% of Low MW Species < 500 Da
	%


	2.9. Analytical Data  *
	[Delete as appropriate and/or copy/paste tables as necessary]]

	Reference NMR, IR, HPLC, GC, GPC, UV spectra were provided. 


	Method
	

	Remarks
	

	Test Facility
	


	Method
	

	Remarks
	

	Test Facility
	


3. COMPOSITION

	3.1. Degree of Purity   *
	…%


	3.2. Hazardous Impurities/Residual Monomers 
	

	[If none write ‘None’ here. Otherwise delete this row and complete box below. Copy/paste additional boxes below as necessary]


	Chemical Name
	

	CAS No.
	
	Weight %
	

	Hazardous Properties
	


	3.3. Non Hazardous Impurities/Residual Monomers (>1% by weight) 
	

	[If none write ‘None’ here. Otherwise delete this row and complete box below. Copy/paste additional boxes below as necessary]


	Chemical Name
	

	CAS No.
	
	Weight %
	


	3.4. Additives/Adjuvants 
	

	[If none write ‘None’ here. Otherwise delete this row and complete box below. Copy/paste additional boxes below as necessary]


	Chemical Name
	

	CAS No.
	
	Weight %
	


	3.5. Polymer Constituents 
	[Complete for polymers only]


	Chemical Name
	CAS No.
	Weight % starting
	Weight % residual

	
	
	
	

	
	
	
	

	
	
	
	


	3.6. Loss of Monomers, Other Reactants, additives, Impurities
	[Complete for polymers only]

	


	3.7. Degradation Products
	[Complete for polymers only]

	


4. PHYSICAL AND CHEMICAL PROPERTIES

Include full details of physical and chemical properties in Appendix A.
Indicate below by marking the relevant endpoints if a Variation of Schedule Requirements has been applied for and appropriate fee paid

	 FORMCHECKBOX 
  Melting point/Boiling Point
	 FORMCHECKBOX 
  Partition Co-efficient
	 FORMCHECKBOX 
  Flammability Limits

	 FORMCHECKBOX 
  Specific Gravity/Density
	 FORMCHECKBOX 
  Absorption/Desorption
	 FORMCHECKBOX 
  Autoignition Temperature

	 FORMCHECKBOX 
  Vapour Pressure
	 FORMCHECKBOX 
  Dissociation Constant
	 FORMCHECKBOX 
  Explosive Properties

	 FORMCHECKBOX 
  Water Solubility
	 FORMCHECKBOX 
  Particle Size
	 FORMCHECKBOX 
  Oxidising Properties

	 FORMCHECKBOX 
  Hdrolysis as a Function of pH
	 FORMCHECKBOX 
  Flash Point
	 FORMCHECKBOX 
  Reactivity


	4.1. Physical State and Appearance at 20 ºC and 101.3 kPa: 


	Property
	Value [or ‘not determined’]
	Data Source/Justification

	Melting Point/Freezing Point
	… oC 
	Measured/Estimated/Calculated/Analogue data/MSDS

	Boiling Point
	… oC at 101.3 kPa
	Measured/Estimated/Calculated/Analogue data/MSDS

	Density
	… kg/m3 at … oC
	Measured/Estimated/Calculated/Analogue data/MSDS

	Vapour Pressure
	… kPa at 25 oC (or 20 oC)
	Measured/Estimated/Calculated/Analogue data/MSDS

	Water Solubility
	… g/L at 20 oC
	Measured/Estimated/Calculated/Analogue data/MSDS

	Hydrolysis as a Function of pH 
	
	Measured/Estimated/Calculated/Analogue data/MSDS

	Partition Coefficient 

(n-octanol/water)
	log Pow = …..at 20 oC
	Measured/Estimated/Calculated/Analogue data/MSDS

	Adsorption/Desorption
	log Koc = … at … (C
	Measured/Estimated/Calculated/Analogue data/MSDS

	Dissociation Constant
	pKa = …
	Measured/Estimated/Calculated/Analogue data/MSDS

	Particle Size
	Inhalable fraction (<100 m): %

Respirable fraction (<10 m): %

MMAD/MAD* = 
	Measured/Estimated/Calculated/Analogue data/MSDS

	Flash Point
	… oC at … kPa
	Measured/Estimated/Calculated/Analogue data/MSDS

	Flammability 
	
	Measured/Estimated/Calculated/Analogue data/MSDS

	Autoignition Temperature
	… oC
	Measured/Estimated/Calculated/Analogue data/MSDS

	Explosive Properties
	
	Measured/Estimated/Calculated/Analogue data/MSDS

	Oxidising Properties
	
	Measured/Estimated/Calculated/Analogue data/MSDS


* MMAD = Mass Median Aerodynamic Diameter / MAD = Mean Aerodynamic diameter
	4.2. Discussion of Properties
	

	Reactivity:



5. INTRODUCTION AND USE INFORMATION

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

	


	5.2. Maximum Introduction Volume of Notified Chemical (100%) Over Next 5 Years *


	Year
	1
	2
	3
	4
	5

	Tonnes
	
	
	
	
	


	5.3. Port of Entry

	


	5.4. Identity of Manufacturer/Recipients *
	

	


	5.5. Transportation and Packaging

	


	5.6. Use *
	

	


	5.7. Storage 

	


	5.8. Emergency Procedures – Occupational

	


	5.9. Emergency Procedures – Environmental

	


	5.10. Operation description 
	

	


6. HUMAN HEALTH IMPLICATIONS

	6.1. Exposure assessment


	6.1.1. Occupational exposure


	6.1.1.1. Category of Workers

	

	Category of Worker
	Exposure Duration (hours/day)
	Exposure Frequency (days/year)

	
	
	

	
	
	

	
	
	

	
	
	


	6.1.1.2. Nature of Work Done and Prevention of Worker Exposure

	


	6.1.1.3. Education & Training

	


	6.1.1.4. Prevalence of Work-Related Injuries & Diseases

	


	6.1.1.5. Other Occupational Hazards

	


	6.1.1.6. Occupational Health Monitoring

	


	6.1.2. Public exposure

	


6.2. Human health effects assessment

	The following table contains Schedule Data Requirements for a Standard (STD) notification. Where a test has not been conducted (and an application for a Variation to the Schedule Data Requirements made), indicate this by marking the relevant endpoint. If data is available for chemicals/polymers that will be assessed in the Limited (LTD) notification category, then the table should be completed to the extent possible. Please note that for cosmetic ingredients, certain data (e.g. repeat dose toxicity data) for the notified chemical/polymer may be required. Full study details should be reported in Appendix B. Please also note that only one hardcopy of the test report is required to be submitted for these items (all other test reports, such as physicochemical or ecotoxicity, should be submitted as hardcopies to NICNAS in duplicate).


	 FORMCHECKBOX 
  Acute Oral Toxicity
	 FORMCHECKBOX 
  Eye Irritation
	 FORMCHECKBOX 
  Induction of Point Mutations

	 FORMCHECKBOX 
  Acute Dermal Toxicity
	 FORMCHECKBOX 
  Skin Sensitisation
	 FORMCHECKBOX 
  Genotoxic Damage in vivo

	 FORMCHECKBOX 
  Acute Inhalation Toxicity
	 FORMCHECKBOX 
  Repeated Dose Toxicity
	 FORMCHECKBOX 
  Chromosome Damage in vitro

	 FORMCHECKBOX 
  Skin Irritation
	
	


	Endpoint [delete as appropriate]
	Result and Assessment Conclusion [delete as appropriate]

	Rat, acute oral toxicity
	LD50 … mg/kg bw; very toxic/toxic/harmful/low toxicity

	Rat, acute dermal toxicity
	LD50 … mg/kg bw; very toxic/toxic/harmful/low toxicity

	Rat, acute inhalation toxicity
	LC50 … mg/L/4 hour; very toxic/toxic/harmful/low toxicity

	Rabbit, skin irritation
	corrosive/severely irritating/moderately irritating/slightly irritating/non-irritating

	Rabbit, eye irritation
	corrosive/severely irritating/irritating/slightly irritating/non-irritating

	Guinea pig, skin sensitisation – adjuvant test/non-adjuvant test. 
	evidence/limited evidence/no evidence/inadequate evidence of sensitisation

	Mouse, skin sensitisation – Local lymph node assay
	evidence/limited evidence/no evidence/inadequate evidence of sensitisation

	Rat, repeat dose <route of exposure> toxicity – … days.
	NOEL/NOAEL/LOAEL

	Mutagenicity – bacterial reverse mutation
	mutagenic/non mutagenic

	Genotoxicity – in vitro <test type>
	genotoxic/non genotoxic

	Genotoxicity – in vivo <test type>
	genotoxic/non genotoxic

	Pharmacokinetic/Toxicokinetic studies
	

	Developmental and reproductive effects
	

	Carcinogenicity
	


	6.2.1. Observations on Human Exposure

	


	6.3. Human health risk assessment


	6.3.1. Occupational health and safety

	


	6.3.2. Public health

	


7. ENVIRONMENTAL IMPLICATIONS

	7.1. Environmental exposure Assessment


	7.1.1. Release of Chemical at Site

	


	7.1.2. Release of Chemical from Use

	


	7.1.3. Release of Chemical from Disposal

	


	7.2. Environmental effects assessment


	The following table contains Schedule Data Requirements for a Standard (STD) notification. Where a test has not been conducted (and an application for a Variation to the Schedule Data Requirements made), indicate this by marking the relevant endpoint. If data is available for chemicals/polymers that will be assessed in the Limited (LTD) notification category, then the table should be completed to the extent possible. Full study details should be reported in Appendix C.


	 FORMCHECKBOX 
  Ready Biodegradation
	 FORMCHECKBOX 
  Fish, Acute Toxicity
	 FORMCHECKBOX 
  Alga, Growth Inhibition Test

	 FORMCHECKBOX 
  Bioaccumulation
	 FORMCHECKBOX 
  Daphnia sp., Acute Immobilisation/Reproduction


	Endpoint
	Result
	Assessment Conclusion [Delete as appropriate]

	Ready Biodegradability
	
	The notified chemical can/cannot be classed as ready biodegradable

	Bioaccumulation
	
	The notified chemical is highly/moderately/slightly bioconcentrating

	Fish Toxicity
	EC50 (96 h) …  mg/L
	The notified chemical is highly/moderately/slightly/very slightly toxic to <species>

	Daphnia Toxicity
	EC50 (48 h) … mg/L
	The notified chemical is highly/moderately/slightly/very slightly/toxic to Daphnia magna

	Algal Toxicity
	ErC50 (72 h) … mg/L
	

	Inhibition of Bacterial Respiration
	EC50 … mg/L
	

	Other
	
	


	7.3. Environmental risk assessment

	


	8. Summary of how the Chemical Meets the Definition of a Hazardous Substance (Classification) 

	


	9. Recommendations for Safe Use of the Chemical

	


	10. MSDS and Label


	10.1. Label

	A copy of the proposed label(s) for the chemical in the form(s) that is intended to be introduced should be attached to this application. The label should be compiled in accordance with the NOHSC National Code of Practice for the Labelling of Workplace Substances. [Check the proposed label for the notified chemical against the check box. All of the items are required to be present if applicable for the chemical] 


	Label Checklist

 FORMCHECKBOX 

Signal word e.g. ‘hazardous’ or ‘warning’ (where appropriate)

 FORMCHECKBOX 

Ingredient disclosure for Type I hazardous ingredient

 FORMCHECKBOX 

Risk and Safety phrases, if hazardous

 FORMCHECKBOX 

Australian contact details

 FORMCHECKBOX 

Information on label consistent with information detailed in MSDS

 FORMCHECKBOX 

If hazardous, does label refer to MSDS

	
	

	10.2. Material Safety Data Sheet

	A copy of the MSDS for the chemical and the chemical in the form(s) that is intended to be introduced should be attached to this application. Where reformulation of the chemical occurs in Australia by the notifier (or known other parties) and the chemical is required to be disclosed on the MSDS (either by its full chemical name or generic name), then MSDS for those products should also be attached. The MSDS should be compiled in accordance with the NOHSC National Code of Practice for the Preparation of Material Safety Data Sheets. [Check the proposed MSDS for the notified chemical against the check box. All of the items are required to be present if applicable for the chemical]


	MSDS Checklist

 FORMCHECKBOX 

Australian contact details
 FORMCHECKBOX 

Hazardous statement on MSDS
 FORMCHECKBOX 

Risk and Safety phrases, if hazardous

 FORMCHECKBOX 

Ingredient disclosure for Type I hazardous ingredient

 FORMCHECKBOX 

Information on MSDS consistent with information detailed on label


	11. Bibliography
	


A complete listing of all publications referred to in the notification statement is required, including:

· References for published and unpublished studies;

· References for other information obtained from the scientific literature;

· References to standards and codes of practice;

· Test methods used to generate data (standard OECD and EC directive test methods do not need to be referenced);

· References to other notification and assessment schemes; and

· Other reports on the chemical or class of chemicals. e.g.

NOHSC (1994) National Code of Practice for the Labelling of Workplace Substances [NOHSC:2012(1994)]. National Occupational Health and Safety Commission, Canberra, Australian Government Publishing Service.

NOHSC (2003) National Code of Practice for the Preparation of Material Safety Data Sheets, 2nd edition [NOHSC:2011(2003)]. National Occupational Health and Safety Commission, Canberra, Australian Government Publishing Service.

Appendix A: Physical and Chemical Properties

Only include tables for which a test or calculation was conducted. Delete all tables for which the value was not determined. Brief justification for these missing values should be included in the Physical and Chemical Properties summary table.

	A.1. Melting Point/Freezing Point
	…oC 

	
	
	

	
	Method
	OECD TG 102 Melting Point/Melting Range.

EC Directive 92/69/EEC A.1 Melting/Freezing Temperature.

	
	Remarks   
	

	
	Test Facility
	


	A.2. Boiling Point
	…oC at 101.3 kPa

	
	
	

	
	Method
	OECD TG 103 Boiling Point.

EC Directive 92/69/EEC A.2 Boiling Temperature.

	
	Remarks   
	

	
	Test Facility
	


	A.3. Density
	… kg/m3 at …oC

	
	

	
	Method
	OECD TG 109 Density of Liquids and Solids.

EC Directive 92/69/EEC A.3 Relative Density.

	
	Remarks   
	

	
	Test Facility
	


	A.4. Vapour Pressure
	… kPa at 25oC (or 20oC)

	
	
	

	
	Method
	OECD TG 104 Vapour Pressure.

EC Directive 92/69/EEC A.4 Vapour Pressure.

	
	Remarks   
	

	
	Test Facility
	


	A.5. Water Solubility
	… g/L at 20oC

	
	
	

	
	Method
	OECD TG 105 Water Solubility.

EC Directive 92/69/EEC A.6 Water Solubility.

	
	Remarks   
	Flask Method/Column Elution Method

	
	Test Facility
	


	A.6. Hydrolysis as a Function of pH
	

	
	
	

	
	Method
	OECD TG 111 Hydrolysis as a Function of pH.

EC Directive 92/69/EEC C.7 Degradation: Abiotic Degradation: Hydrolysis as a Function of pH.


	pH
	T ((C)
	t½ <hours or days>

	4
	
	

	7
	
	

	9
	
	


	
	Remarks   
	

	
	Test Facility
	


	A.7. Partition Coefficient (n-octanol/water)
	log Pow = …..at 20oC

	
	
	

	
	Method
	OECD TG 117 Partition Coefficient (n-octanol/water).

EC Directive 92/69/EEC A.8 Partition Coefficient.

	
	Remarks   
	HPLC Method/Flask Method

	
	Test Facility
	


	A.8. Adsorption/Desorption

– screening test
	log Koc = … at …(C

	
	
	

	
	Method
	OECD TG 106 Adsorption - Desorption Using a Batch Equilibrium Method.

	
	Remarks   
	

	
	Test Facility
	


	A.9. Adsorption/Desorption

– main test
	log Koc = … at …(C

	
	
	

	
	Method
	OECD TG 106 Adsorption - Desorption Using a Batch Equilibrium Method.


	Soil Type
	Organic Carbon Content (%)
	pH
	Koc (mL/g)

	
	
	
	

	
	
	
	

	
	
	
	


	
	Remarks   
	

	
	Test Facility
	


	A.10. Dissociation Constant
	pKa = …

	
	
	

	
	Method
	OECD TG 112 Dissociation Constants in Water.

	
	Remarks   
	

	
	Test Facility
	


	A.11. Particle Size
	

	
	
	

	
	Method
	OECD TG 110 Particle Size Distribution/Fibre Length and Diameter Distributions.


	Range ((m)
	Mass (%)

	
	

	
	

	
	


	
	Remarks   
	

	
	Test Facility
	


	A.12. Flash Point
	…oC at … kPa

	
	
	

	
	Method
	EC Directive 92/69/EEC A.9 Flash Point.

	
	Remarks   
	

	
	Test Facility
	


	A.13. Flammability
	

	
	
	

	
	Method
	EC Directive 92/69/EEC A.10 Flammability (Solids).

EC Directive 92/69/EEC A.11 Flammability (Gases).

EC Directive 92/69/EEC A.12 Flammability (Contact with Water).

	
	Remarks   
	

	
	Test Facility
	


	A.14. Autoignition Temperature
	…oC

	
	
	

	
	Method
	EC Directive 92/69/EEC A.15 Auto-Ignition Temperature (Liquids and Gases).

EC Directive 92/69/EEC A.16 Relative Self-Ignition Temperature for Solids.

	
	Remarks   
	

	
	Test Facility
	


	A.15. Explosive Properties
	

	
	
	

	
	Method
	EC Directive 92/69/EEC A.14 Explosive Properties.

	
	Remarks   
	

	
	Test Facility
	


	A.16. Oxidising Properties
	

	
	

	
	Method
	EC Directive 92/69/EEC A.17 Oxidizing Properties (Solids).

	
	Remarks   
	

	
	Test Facility
	


Non-scheduled data requirements. If information is available, please provide in the appropriate table

	A.17. Viscosity
	… <units> at …oC

	
	
	

	
	Method
	OECD TG 114 Viscosity of Liquids.

	
	Remarks   
	

	
	Test Facility
	


	A.18. Fat (or n-octanol) Solubility
	… mg/100 g <quote solvent here> at …°C

	
	
	

	
	Method
	OECD TG 116 Fat Solubility of Solid and Liquid Substances.

	
	Remarks   
	Analytical Method:

	
	Test Facility
	


	A.19. Surface Tension
	… mN/m at …oC

	
	
	

	
	Method
	OECD TG 115 Surface Tension of Aqueous Solutions.

EC Directive 92/69/EEC A.5 Surface Tension.

	
	Remarks   
	Concentration:

	
	Test Facility
	


	A.20. Anti Dusting Properties
	

	
	
	

	
	Method
	

	
	Remarks   
	

	
	Test Facility
	


	A.21. Dust Explosivity
	

	
	
	

	
	Method
	

	
	Remarks   
	

	
	Test Facility
	


	A.22. Charge Density
	

	
	
	

	
	Method
	

	
	Remarks   
	

	
	Test Facility
	


	A.23. Stability Testing
	

	
	

	
	Method
	OECD TG 113 Screening Test for Thermal Stability and Stability in Air.

	
	Remarks   
	

	
	Test Facility
	


	A.24. <End Point>
	[Use for end points not listed elsewhere]

	
	
	

	
	Method
	

	
	Remarks   
	

	
	Test Facility
	


Appendix B: Toxicological Investigations

For a standard notification, the sections corresponding to all schedule requirements should be completed, although they may contain justification of variations to the scheduled data requirements. Justification of variations or other prose should go in the right hand box below the subsection heading, and all the remainder may then be deleted. For a limited notification, sections corresponding to data not submitted may be deleted.

	B.1. Acute toxicity – oral

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 401 Acute Oral Toxicity.

OECD TG 401 Acute Oral Toxicity – Limit Test.

OECD TG 423 Acute Oral Toxicity – Acute Toxic Class Method.

OECD TG 425 Acute Oral Toxicity: Up-and-Down Procedure.

EC Directive 92/69/EEC B.1 Acute Toxicity (Oral).

EC Directive 92/69/EEC B.1 Acute Toxicity (Oral) – Limit Test.

EC Directive 92/69/EEC B.1tris Acute Oral Toxicity – Acute Toxic Class Method.

	Species/Strain
	Rat/

	Vehicle
	

	Remarks - Method
	

	
	
	

	Results
	


	Group
	Number and Sex

of Animals
	Dose

mg/kg bw
	Mortality

	
	
	
	

	
	
	
	

	
	
	
	


	LD50
	… mg/kg bw

	Signs of Toxicity
	

	Effects in Organs
	

	Remarks - Results
	

	
	
	

	Conclusion
	The notified chemical/polymer is very toxic/toxic/harmful/of low toxicity via the oral route.

	
	
	

	Test Facility
	


	B.2. Acute toxicity – dermal

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 402 Acute Dermal Toxicity.

OECD TG 402 Acute Dermal Toxicity – Limit Test.

EC Directive 92/69/EEC B.3 Acute Toxicity (Dermal).

EC Directive 92/69/EEC B.3 Acute Toxicity (Dermal) – Limit Test.

	Species/Strain
	Rat/

	Vehicle
	

	Type of dressing
	Occlusive/Semi-occlusive. 

	Remarks - Method
	

	
	
	

	Results
	


	Group
	Number and Sex

of Animals
	Dose

mg/kg bw
	Mortality

	
	
	
	

	
	
	
	

	
	
	
	


	LD50
	… mg/kg bw

	Signs of Toxicity - Local
	

	Signs of Toxicity - Systemic
	

	Effects in Organs
	

	Remarks - Results
	

	
	
	

	Conclusion
	The notified chemical/polymer is very toxic/toxic/harmful/of low toxicity via the dermal route. 

	
	
	

	Test Facility
	


	B.3. Acute toxicity – inhalation

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 403 Acute Inhalation Toxicity.

OECD TG 403 Acute Inhalation Toxicity – Limit Test.

EC Directive 92/69/EEC, 93/21/EEC B.2 Acute Toxicity (Inhalation).

EC Directive 92/69/EEC, 93/21/EEC B.2 Acute Toxicity (Inhalation) – Limit Test.

	Species/Strain
	

	Vehicle
	

	Method of Exposure
	Whole-body exposure/Head-only exposure/Oro-nasal exposure. 

	Exposure Period
	… hours

	Physical Form
	Gas/vapour/liquid aerosol/solid aerosol (particulate). 

	Particle Size
	 (m  

	Remarks - Method
	

	
	
	

	Results
	


	Group
	Number and Sex

of Animals
	Concentration

<units>
	Mortality

	
	
	Nominal
	Actual
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	LC50
	… mg/L/… .hours

	Signs of Toxicity
	

	Effects in Organs
	

	Remarks - Results
	

	
	
	

	Conclusion
	The notified chemical/polymer is very toxic/toxic/harmful/of low toxicity via inhalation. 

	
	
	

	Test Facility
	


	B.4. Irritation – skin

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 404 Acute Dermal Irritation/Corrosion.

EC Directive 92/69/EEC B.4 Acute Toxicity (Skin Irritation).

EC Directive 2004/73/EC B.4 Acute Toxicity (Skin Irritation).

	Species/Strain
	Rabbit/New Zealand White

	Number of Animals
	

	Vehicle
	

	Observation Period
	

	Type of Dressing
	Occlusive/Semi-occlusive.  

	Remarks - Method
	

	
	
	

	Results
	


	Lesion
	Mean Score*

Animal No.
	Maximum Value
	Maximum Duration of Any Effect
	Maximum Value at End of Observation Period

	
	1
	2
	3
	
	
	

	Erythema/Eschar
	
	
	
	
	
	

	Oedema
	
	
	
	
	
	

	*Calculated on the basis of the scores at 24, 48, and 72 hours for EACH animal.


	Lesion
	Mean Score*


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

	Erythema/Eschar
	
	
	
	

	Oedema
	
	
	
	

	*Calculated on the basis of the scores at 24, 48, and 72 hours for ALL animals. 


	Remarks - Results
	

	
	
	

	Conclusion
	The notified chemical/polymer is corrosive/severely irritating/moderately irritating/slightly irritating/non-irritating to the skin. 

	
	
	

	Test Facility
	


	B.5. Irritation – eye

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 405 Acute Eye Irritation/Corrosion.

EC Directive 92/69/EEC B.5 Acute Toxicity (Eye Irritation).

EC Directive 2004/73/EC B.5 Acute Toxicity (Eye Irritation).

	Species/Strain
	Rabbit/New Zealand White

	Number of Animals
	

	Observation Period
	

	Remarks - Method
	

	
	
	

	Results
	


	Lesion
	Mean Score*

Animal No.
	Maximum Value
	Maximum Duration of Any Effect
	Maximum Value at End of Observation Period

	
	1
	2
	3
	
	
	

	Conjunctiva: redness
	
	
	
	
	
	

	Conjunctiva: chemosis
	
	
	
	
	
	

	Conjunctiva: discharge
	
	
	
	
	
	

	Corneal opacity
	
	
	
	
	
	

	Iridial inflammation
	
	
	
	
	
	

	*Calculated on the basis of the scores at 24, 48, and 72 hours for EACH animal.


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

	Conjunctiva: redness
	
	
	
	

	Conjunctiva: chemosis
	
	
	
	

	Conjunctiva: discharge
	
	
	
	

	Corneal opacity
	
	
	
	

	Iridial inflammation
	
	
	
	

	*Calculated on the basis of the scores at 24, 48, and 72 hours for ALL animals.


	Remarks - Results
	

	
	
	

	Conclusion
	The notified chemical/polymer is corrosive/severely irritating/irritating/slightly irritating/non-irritating to the eye. 

	
	
	

	Test Facility
	


	B.6. Skin sensitisation – mouse local lymph node assay (LLNA) 

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 429 Skin Sensitisation: Local Lymph Node Assay  

EC Directive 2004/73/EC B.42 Skin Sensitisation (Local Lymph Node Assay)

	Species/Strain
	Mouse/

	Vehicle
	

	Remarks - Method
	

	
	
	

	Results
	


	Concentration

(% w/w)
	Proliferative response

(DPM/lymph node)
	Stimulation Index

(Test/Control Ratio)

	Test Substance
	
	

	0 (vehicle control)
	
	

	
	
	

	
	
	

	
	
	

	Positive Control
	
	

	
	
	

	
	
	

	
	
	


	Remarks - Results
	

	
	
	

	Conclusion
	There was evidence/inadequate evidence/no evidence of induction of a lymphocyte proliferative response indicative of skin sensitisation to the notified chemical/polymer. 

The notified chemical/polymer may have skin sensitising ability but the test conditions employed are inadequate or not sufficiently documented. Therefore, on the basis of inadequate evidence, no conclusion is made.  

	
	
	

	Test Facility
	


	B.7. Skin sensitisation

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 406 Skin Sensitisation - <insert test type>.

EC Directive 96/54/EC B.6 Skin Sensitisation - <insert test type>.

	Species/Strain
	Guinea pig/

	preliminary study


	Maximum Non-irritating Concentration: 

intradermal:


topical:



	main study
	

	Number of Animals
	Test Group: 
	Control Group: 

	induction phase
	Induction Concentration:

intradermal:


topical:



	Signs of Irritation
	

	challenge phase
	

	1st challenge
	intradermal:


topical:



	2nd challenge
	topical:



	Remarks - Method
	

	
	
	

	Results
	


	Animal
	Challenge Concentration
	Number of Animals Showing Skin Reactions after:

	
	
	1st challenge
	2nd challenge

	
	
	24 h
	48 h
	24 h
	48 h

	Test Group
	
	
	
	
	

	
	
	
	
	
	

	Control Group
	
	
	
	
	

	
	
	
	
	
	


	Remarks - Results
	

	
	
	

	Conclusion
	There was evidence/limited evidence/no evidence of reactions indicative of skin sensitisation to the notified chemical/polymer under the conditions of the test. 

The notified chemical/polymer may have skin sensitising ability but the test conditions employed are inadequate or not sufficiently documented. Therefore, on the basis of inadequate evidence, no conclusion is made. 

	
	
	

	Test Facility
	


	B.8. Repeat dose toxicity

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 407 Repeated Dose 28-day Oral Toxicity Study in Rodents.

OECD TG 408 Repeated Dose 90-Day Oral Toxicity Study in Rodents.

OECD TG 409 Repeated Dose 90-Day Oral Toxicity Study in Non-Rodents.

OECD TG 410 Repeated Dose Dermal Toxicity: 21/28-day Study.

OECD TG 411 Subchronic Dermal Toxicity: 90-day Study.

OECD TG 412 Repeated Dose Inhalation Toxicity: 28-day or 14-day Study.

OECD TG 413 Subchronic Inhalation Toxicity: 90-day Study.

OECD TG 422 Combined Repeated Dose Toxicity Study with the Reproduction/Developmental Toxicity Screening Test.

EC Directive 96/54/EC B.7 Repeated Dose (28 Days) Toxicity (Oral).

EC Directive 92/69/EEC B.8 Repeated Dose (28 Days) Toxicity (Inhalation).

EC Directive 92/69/EEC B.9 Repeated Dose (28 Days) Toxicity (Dermal).

EC Directive 88/302/EEC B.26 Sub-Chronic Oral Toxicity Test: 90-Day Repeated Oral Dose Study using Rodent Species.

EC Directive 88/302/EEC B.27 Sub-Chronic Oral Toxicity Test: 90-Day Repeated Oral Dose Study using Non-Rodent Species.

EC Directive 88/302/EEC B.28 Sub-Chronic Dermal Toxicity Test: 90-Day Repeated Dermal Dose Study using Rodent Species.

EC Directive 88/302/EEC B.29 Sub-Chronic Inhalation Toxicity Test: 90-Day Repeated Inhalation Dose Study using Rodent Species.

	Species/Strain
	

	Route of Administration
	Oral – gavage/diet/drinking water

Dermal – occluded/semi-occluded/non-occluded

Inhalation – whole body/head only/oro-nasal exposure

	Exposure Information
	Total exposure days: 14/28/90 days 

Dose regimen: 5/7 days per week

Duration of exposure (inhalation/dermal): …hours/day

Post-exposure observation period: 

	Vehicle
	

	Physical Form
	Gas/vapour/liquid aerosol/solid aerosol (particulate)

	Particle Size
	..(m

	Remarks - Method
	

	
	
	

	Results
	


	Group
	Number and Sex

of Animals
	Dose

mg/kg bw/day
	Mortality

	control
	
	
	

	low dose
	
	
	

	mid dose
	
	
	

	high dose
	
	
	

	control recovery
	
	
	

	high dose recovery
	
	
	


	Group
	Number and Sex

of Animals
	Dose/Concentration

<units>
	Mortality

	
	
	Nominal
	Actual
	

	control
	
	
	
	

	low dose
	
	
	
	

	mid dose
	
	
	
	

	high dose
	
	
	
	

	control recovery
	
	
	
	

	high dose recovery
	
	
	
	


	Mortality and Time to Death

	

	

	Clinical Observations

	

	

	Laboratory Findings – Clinical Chemistry, Haematology, Urinalysis

	

	

	Effects in Organs

	

	

	Remarks – Results

	

	

	Conclusion

	The No Observed (Adverse) Effect Level (NO(A)EL) was established as … mg/kg bw/day in this study, based on ….

	
	
	

	Test Facility
	


	B.9. Genotoxicity – bacteria

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 471 Bacterial Reverse Mutation Test.

EC Directive 2000/32/EC B.13/14 Mutagenicity – Reverse Mutation Test using Bacteria.

Plate incorporation procedure/Pre incubation procedure

	Species/Strain
	S. typhimurium: TA1538, TA1535, TA1537, TA98, TA100, TA102, TA97, TA97a

E. coli: WP2uvrA, WP2uvrA (pKM101), WP2 (pKM101)

	Metabolic Activation System
	

	Concentration Range in 

Main Test
	a) With metabolic activation:

… µg/plate

b) Without metabolic activation:
… µg/plate

	Vehicle
	

	Physical Form
	Gas/vapour

	Remarks - Method
	

	
	
	

	Results
	


	Metabolic Activation
	Test Substance Concentration (µg/plate) Resulting in:

	
	Cytotoxicity in Preliminary Test
	Cytotoxicity in Main Test
	Precipitation
	Genotoxic Effect

	Absent
	
	
	
	

	Test 1
	
	
	
	

	Test 2
	
	
	
	

	Present 
	
	
	
	

	Test 1
	
	
	
	

	Test 2
	
	
	
	


	Remarks - Results
	

	
	
	

	Conclusion
	The notified chemical/polymer was mutagenic/not mutagenic to bacteria under the conditions of the test. 

	
	
	

	Test Facility
	


	B.10. Genotoxicity – in vitro

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 473 In vitro Mammalian Chromosome Aberration Test.

OECD TG 476 In vitro Mammalian Cell Gene Mutation Test.

OECD TG 479 Genetic Toxicology: In vitro Sister Chromatid Exchange Assay in Mammalian Cells.

OECD TG 480 Genetic Toxicology: S. cerevisiae, Gene Mutation Assay.

OECD TG 481 Genetic Toxicology: S. cerevisiae, Miotic Recombination Assay.

OECD TG 482 Genetic Toxicology: DNA Damage and Repair, Unscheduled DNA Synthesis in Mammalian Cells in vitro.

EC Directive 88/302/EEC B.15 Gene Mutation – S. cerevisae.

EC Directive 88/302/EEC B.16 Mitotic Recombination – S. cerevisae.
EC Directive 2000/32/EC B.10 Mutagenicity - In vitro Mammalian Chromosome Aberration Test.  

EC Directive 2000/32/EC B.17 Mutagenicity - In vitro Mammalian Cell Gene Mutation Test.

EC Directive 88/302/EEC B.18 DNA Damage and Repair – Unscheduled DNA Synthesis – Mammalian Cells in vitro.

EC Directive 88/302/EEC B.19 Sister Chromatid Exchange Assay in vitro.

EC Directive 88/302/EEC B.21 In vitro Mammalian Cell Transformation Test.

	Species/Strain 
	

	Cell Type/Cell Line
	

	Metabolic Activation System
	

	Vehicle
	

	Physical Form
	Gas/vapour

	Remarks - Method
	


	Metabolic Activation 
	Test Substance Concentration (μg/mL)
	Exposure Period
	Expression Time
	Selection

Time

	Absent 
	
	
	
	

	Test 1
	
	
	
	

	Test 2
	
	
	
	

	Present
	
	
	
	

	Test 1
	
	
	
	

	Test 2
	
	
	
	

	*Cultures selected for metaphase analysis.


	Metabolic Activation 
	Test Substance Concentration (μg/mL)
	Exposure Period
	Harvest

Time

	Absent
	
	
	

	Test 1
	
	
	

	Test 2
	
	
	

	Present 
	
	
	

	Test 1
	
	
	

	Test 2
	
	
	

	*Cultures selected for metaphase analysis.


	Results
	


	Metabolic Activation
	Test Substance Concentration (µg/mL) Resulting in:

	
	Cytotoxicity in Preliminary Test
	Cytotoxicity in Main Test
	Precipitation
	Genotoxic Effect

	Absent 
	
	
	
	

	Test 1
	
	
	
	

	Test 2
	
	
	
	

	Present
	
	
	
	

	Test 1
	
	
	
	

	Test 2
	
	
	
	


	Remarks - Results
	

	
	
	

	Conclusion
	The notified chemical/polymer was clastogenic/not clastogenic to <cell type> treated in vitro under the conditions of the test. 

	
	
	

	Test Facility
	


	B.11. Genotoxicity – in vivo

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 474 Mammalian Erythrocyte Micronucleus Test.

OECD TG 475 Mammalian Bone Marrow Chromosome Aberration Test.

OECD TG 486 Unscheduled DNA Synthesis (UDS) Test with Mammalian Liver Cells in vivo.

EC Directive 2000/32/EC B.11 Mutagenicity - In vivo Mammalian Bone Marrow Chromosome Aberration Test.

EC Directive 2000/32/EC B.12 Mutagenicity - Mammalian Erythrocyte Micronucleus Test.

EC Directive 2000/32/EC B.39 Unscheduled DNA Synthesis (UDS) Test with Mammalian Liver Cells in vivo.

	Species/Strain
	

	Route of Administration
	Oral – gavage/diet/drinking water

Dermal – occluded/semi-occluded/non-occluded

Inhalation – whole body/head only/oro-nasal exposure

	Vehicle
	

	Physical Form
	Gas/vapour/liquid aerosol/solid aerosol (particulate)

	Particle Size
	   (m

	Remarks - Method
	


	Group
	Number and Sex

of Animals
	Dose

mg/kg bw
	Sacrifice Time

hours

	I (vehicle control)
	
	
	

	II (low dose)
	
	
	

	III (mid dose)
	
	
	

	IV (high dose)
	
	
	

	V (positive control, CP or M)
	
	
	


CP=cyclophosphamide. M=mitomycin C. 

	Group
	Number and Sex

of Animals
	Dose/Concentration

<units>
	Sacrifice Time

hours

	
	
	Nominal
	Actual
	

	I (vehicle control)
	
	
	

	II (low dose)
	
	
	

	III (mid dose)
	
	
	

	IV (high dose)
	
	
	

	V (positive control, CP or M)
	
	
	


CP=cyclophosphamide. M=mitomycin C. 

	Results
	

	Doses Producing Toxicity
	

	Genotoxic Effects
	

	Remarks - Results
	

	
	
	

	Conclusion
	The notified chemical/polymer was clastogenic/not clastogenic under the conditions of this in vivo <test type>. 

	
	
	

	Test Facility
	


ADDITIONAL INVESTIGATIONS – Not scheduled data requirements (or different versions of the required tests). If provided move tables to the positions indicated.

	B.12. Acute toxicity – oral

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 420 Acute Oral Toxicity - Fixed Dose Method.

EC Directive92/69/EEC B.1bis Acute Toxicity (Oral) Fixed Dose Method.

	Species/Strain
	Rat/

	Vehicle
	

	Remarks - Method
	

	
	
	

	Results
	


Sighting Study

	Dose mg/kg bw
	Administered
	Evident Toxicity
	Mortality

	2000 
	
	
	

	500
	
	
	

	50
	
	
	

	5
	
	
	

	<5
	
	
	


	Signs of Toxicity
	

	Effects in Organs
	


Main Study

	Group
	Number and Sex of Animals
	Dose

mg/kg bw
	Mortality

	
	
	
	

	
	
	
	

	
	
	
	


	Discriminating Dose
	… mg/kg bw

	Signs of Toxicity
	

	Effects in Organs
	

	Remarks - Results
	

	
	
	

	Conclusion
	The notified chemical/polymer is very toxic/toxic/harmful/of low toxicity via the oral route. 

	
	
	

	Test Facility
	


	B.13. Skin sensitisation – human volunteers

	
	

	Test Substance
	

	
	
	

	Method
	

	Study Design
	Induction Procedure:

Rest Period: … days

Challenge Procedure:

	Study Group
	

	Vehicle
	

	Remarks - Method
	

	
	
	

	Results
	

	Remarks - Results
	

	
	
	

	Conclusion
	A <test type> was conducted using <test substance> diluted with <vehicle> to <%> under semi-occlusive/occlusive dressing. The notified chemical/polymer was non-irritating/irritating and/or non-sensitising/sensitising under the conditions of the test. 

	
	
	

	Test Facility
	


	B.14. Developmental toxicity 

	
	

	Test Substance
	

	
	
	

	Method
	

	Species/Strain
	

	Route of Administration
	Oral – gavage/diet/drinking water

Dermal – occluded/semi-occluded/non-occluded

Inhalation – whole body/head only/oro-nasal exposure

	Exposure Information
	Exposure days: days ….

Duration of exposure (inhalation/dermal): …hours/day

Post-exposure observation period: 

	Vehicle
	

	Physical Form
	Gas/vapour/liquid aerosol/solid aerosol (particulate)

	Particle Size
	 (m

	Remarks - Method
	

	
	
	

	Results
	


	Group
	Number of Animals
	Dose

mg/kg bw/day
	Mortality

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	Group
	Number of Animals
	Dose/Concentration

<units>
	Mortality

	
	
	Nominal
	Actual
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	Mortality and Time to Death

	

	
	
	

	Effects on Dams

	

	
	
	

	Effects on Foetus

	

	
	
	

	Remarks - Results

	

	
	
	

	Conclusion

	The No Observed (Adverse) Effect Level (NO(A)EL) was established as … mg/kg bw/day in this study, based on ….

	
	
	

	Test Facility
	


	B.15. Toxicity to reproduction – one generation study

	
	

	Test Substance
	

	
	
	

	Method
	

	Species/Strain
	

	Route of Administration
	Oral – gavage/diet/drinking water.

Dermal – occluded/semi-occluded/non-occluded.

Inhalation – whole body/head only/oro-nasal exposure.

	Exposure Information
	Exposure period - female: 

Exposure period - male: 

Duration of exposure (inhalation/dermal): …hours/day.

	Vehicle
	

	Physical Form
	Gas/vapour/liquid aerosol/solid aerosol (particulate).

	Particle Size
	 (m

	Remarks – Method
	

	
	
	

	Results
	


	Group
	Number and Sex

of Animals
	Dose

mg/kg bw/day
	Mortality

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	Group
	Number and Sex

of Animals
	Dose/Concentration

<units>
	Mortality

	
	
	Nominal
	Actual
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	Mortality and Time to Death

	

	
	
	

	Effects on Parental (P) animals:

	

	
	
	

	Effects on 1st Filial Generation (F1) 

	

	
	
	

	Remarks - Results

	

	
	
	

	Conclusion

	

	
	
	

	Test Facility
	


	B.16. Toxicity to reproduction – two (three) generation study

	
	

	Test Substance
	

	
	
	

	Method
	

	Species/Strain
	

	Route of Administration
	Oral – gavage/diet/drinking water

Dermal – occluded/semi-occluded/non-occluded

Inhalation – whole body/head only/oro-nasal exposure

	Exposure Information
	Exposure period - female: 

Exposure period - male: 

Duration of exposure (inhalation/dermal): …hours/day.

	Vehicle
	

	Physical Form
	Gas/vapour/liquid aerosol/solid aerosol (particulate).

	Particle Size
	 (m

	Remarks - Method
	


	Weeks 

on study
	P
	F1
	F2

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	Generation
	Group
	Number and Sex of Animals 


	Dose

mg/kg  bw/day

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	Generation
	Group
	Number and Sex of Animals


	Dose/Concentration

<units>

	
	
	
	Nominal
	Actual

	P
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	F1
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	Results
	

	Mortality and Time to Death

	

	
	
	

	Effects on Parental (P) animals:

	

	
	
	

	Effects on 1st Filial Generation (F1) 

	

	
	
	

	Effects on 2nd Filial Generation (F2)

	

	
	
	

	Remarks – Results

	

	
	
	

	Conclusion

	

	
	
	

	Test Facility
	


	B.17. Chronic toxicity/carcinogenicity

	
	

	Test Substance
	

	
	
	

	Method
	

	Species/Strain
	

	Route of Administration
	Oral – gavage/diet/drinking water.

Dermal – occluded/semi-occluded/non-occluded.

Inhalation – whole body/head only/oro-nasal exposure.

	Exposure Information
	Total exposure:  …months

Dose regimen: 5/7 days per week; 

Duration of exposure (inhalation/dermal): …hours/day.

	Vehicle
	

	Physical Form
	Gas/vapour/liquid aerosol/solid aerosol (particulate).

	Particle Size
	 (m

	Remarks - Method
	

	
	
	

	Results
	


	Group
	Number and Sex

of Animals
	Dose

mg/kg bw/day
	Mortality

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	Group
	Number and Sex

of Animals
	Dose/Concentration

<units>
	Mortality

	
	
	Nominal
	Actual
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	Mortality and Time to Death

	

	
	
	

	Clinical Observations

	

	
	
	

	Laboratory Findings – Clinical Chemistry, Haematology, Urinalysis

	

	
	
	

	Effects in Organs – General

	

	
	
	

	Effects in Organs – Tumours

	

	
	
	

	Remarks – Results

	

	
	
	

	Conclusion

	

	
	
	

	Test Facility
	


	B.18. Pharmacokinetic/toxicokinetic

	
	

	Test Substance
	

	
	
	

	Method
	

	
	
	

	Study Design and Objective

	

	
	
	

	Results

	

	
	
	

	Conclusion

	

	
	
	

	Test Facility
	


	B.19. Cardiac sensitisation to adrenaline

	
	

	Test Substance
	

	
	
	

	Method
	

	
	
	

	Study Design 
	

	Species/Strain
	Dog/Beagle

	Study Design 
	

	Challenge Procedure
	Time
	Event

	
	0 min
	Start ECG recording.

	
	2 min
	Blood sample collected.

1st adrenaline challenge (iv) (baseline).

	
	7 min
	Test substance introduced into air supply line.

	
	12 min
	Blood sample collected. 

2nd adrenaline challenge (iv).

	
	17 min
	Test substance supply discontinued. 

Stop ECG recording.

	Remarks - Method
	

	
	
	

	Results


	Summary of Cardiac Response

	
	
	
	Number of Ectopic Beats:
	

	Dog Number
	Adrenaline Dose

((g/kg)
	Test Substance Concentration 

<units>
	1st Adrenaline Challenge
	2ndAdrenaline Challenge
	Clinical Response

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


	Signs of Toxicity
	

	Myocardial Effects
	

	EC50 or NO(A)EL
	

	Remarks - Results
	

	
	
	

	Conclusion
	There was evidence/no evidence of cardiac sensitisation under the conditions of the test. 

	
	
	

	Test Facility
	


	B.20. <endpoint>

	
	

	TEST SUBSTANCE
	

	
	
	

	METHOD
	

	Remarks - Method
	

	
	
	

	RESULTS
	

	Remarks - Results
	

	
	
	

	CONCLUSION
	

	
	
	

	TEST FACILITY
	


Appendix C: Environmental Fate and Ecotoxicological Investigations

For a standard notification, the sections corresponding to all schedule requirements should be completed, although they may contain justification of variations to the scheduled data requirements. Justification of variations or other prose should go in the right hand box below the subsection heading, and all the remainder may then be deleted. For a limited notification, sections corresponding to data not submitted may be deleted.

C.1. Environmental Fate

	C.1.1. Ready biodegradability

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 301 A Ready Biodegradability: DOC Die-Away Test.

OECD TG 301 B Ready Biodegradability: CO2 Evolution Test. 

OECD TG 301 C Ready Biodegradability: Modified MITI Test (I).

OECD TG 301 D Ready Biodegradability: Closed Bottle Test.

OECD TG 301 E Ready Biodegradability: Modified OECD Screening Test.

OECD TG 301 F Ready Biodegradability: Manometric Respirometry Test.

	Inoculum
	

	Exposure Period
	

	Auxiliary Solvent
	

	Analytical Monitoring
	

	Remarks - Method
	

	
	
	

	Results
	


	Test substance
	<Reference Substance>

	Day
	% Degradation
	Day
	% Degradation

	
	
	
	

	
	
	
	


	Remarks - Results
	

	
	
	

	Conclusion
	

	
	
	

	Test Facility
	


	C.1.2. Bioaccumulation

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 305 Bioconcentration: Flow-through Fish Test.

EC Directive 98/73/EC C.13 Bioconcentration: Flow-Through Fish Test.

	Species
	

	Exposure Period
	Exposure: … days
	Depuration: … days

	Auxiliary Solvent
	

	Concentration Range
	Nominal:
… mg/L

Actual:
… mg/L

	Analytical Monitoring
	

	Remarks - Method
	

	
	
	

	Results
	

	Bioconcentration Factor
	

	CT50
	

	Remarks - Results
	

	
	
	

	Conclusion
	

	
	
	

	Test Facility
	


	C.1.3. Inherent biodegradability

	
	

	Test Substance
	

	
	
	

	Method
	

	Inoculum
	

	Exposure Period
	… hours

	Auxiliary Solvent
	

	Analytical Monitoring
	

	Remarks – Method
	

	
	
	

	Results
	


	Test substance
	<Reference Substance>

	Day
	% Degradation
	Day
	% Degradation

	
	
	
	

	
	
	
	


	Remarks – Results
	

	
	
	

	Conclusion
	

	
	
	

	Test Facility
	


	C.1.4. Biochemical/chemical oxygen demand (BOD/COD)

	
	

	Test Substance
	

	
	
	

	Method
	

	Inoculum
	

	Exposure Period
	

	Auxiliary Solvent
	

	Analytical Monitoring
	

	Remarks – Method
	


	Results
	


	BOD (5 days) g/g
	COD g/g
	BOD/COD

	
	
	

	
	
	


	Remarks – Results
	

	
	
	

	Conclusion
	

	
	
	

	Test Facility
	


	C.1.5. Photodegradation

	
	

	Test Substance
	

	
	
	

	Method
	

	Light source and Spectrum
	

	Relative Intensity
	

	Spectrum of Test Substance
	

	Exposure Period
	

	Remarks – Method
	

	
	
	

	Results
	

	Remarks - Results
	

	
	
	

	Conclusion
	

	
	
	

	Test Facility
	


C.2. Ecotoxicological Investigations 

	C.2.1. Acute toxicity to fish

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 203 Fish, Acute Toxicity Test -<insert test type/conditions>.

EC Directive 92/69/EEC C.1 Acute Toxicity for Fish -<insert test type/conditions>.

	Species
	

	Exposure Period
	

	Auxiliary Solvent
	

	Water Hardness
	… mg CaCO3/L

	Analytical Monitoring
	

	Remarks – Method
	

	
	
	

	Results
	


	Concentration mg/L
	Number of Fish
	Mortality

	Nominal
	Actual
	
	1 h
	24 h
	48 h
	72 h
	96 h

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


	LC50
	… mg/L at 24 hours.

… mg/L at 48 hours.

… mg/L at 72 hours.

… mg/L at 96 hours.

	NOEC (or LOEC)
	… mg/L at 96 hours.

	Remarks – Results
	

	
	
	

	Conclusion
	

	
	
	

	Test Facility
	


	C.2.2. Acute toxicity to aquatic invertebrates 

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 202 Daphnia sp. Acute Immobilisation Test and Reproduction Test - <insert test type/conditions>.

EC Directive 92/69/EEC C.2 Acute Toxicity for Daphnia - <insert test type/conditions>.

	Species
	Daphnia magna

	Exposure Period
	… hours [acute study]
… days [chronic study]

	Auxiliary Solvent
	

	Water Hardness
	… mg CaCO3/L

	Analytical Monitoring
	

	Remarks - Method
	


	Results
	


	Concentration mg/L
	Number of D. magna
	Number Immobilised

	Nominal
	Actual
	
	24 h [acute]

14 d [chronic]
	48 h [acute]

21 d [chronic]

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	LC50
	… mg/L at 24 hours [acute]
… mg/L at 48 hours [acute]

… mg/L at …days [chronic]

	NOEC (or LOEC)
	… mg/L at 48 hours [acute]

… mg/L at …days [chronic]

	Remarks - Results
	

	
	
	

	Conclusion
	

	
	
	

	Test Facility
	


	C.2.3. Chronic toxicity to aquatic invertebrates 

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 202 Daphnia sp. Acute Immobilisation Test and Reproduction test.

	Species
	Daphnia magna

	Exposure Period
	21 d

	Auxiliary Solvent
	

	Water Hardness
	Total hardness     mg/L

	Analytical Monitoring
	

	Remarks - Method
	


Survival of parental daphnids and number of offspring released per female daphnid (Daphnia magna) 

	Test day
	A
	B
	C
	D
	E
	F
	G
	H
	I
	J
	Number of Adult Daphnids Immobilized
	Persent Survival

	Total Number of Offspring Released per Daphnid

	21
	
	
	
	
	
	
	
	
	
	
	
	


Nominal loading retested, daphnid survival and cumulative mean number of offspring released, mean total body length and dry weight of daphnids (Daphnia magna) 

	Test Day 21

	Nominal Loading arte (mg/L)
	Mean Percent Survival
	Mean Number of Offspring Released per female (SD)a
	Mean Total Body Length in mm (SD) 
	Mean Dry Weight in mg (SD)

	Control
	
	
	
	

	
	
	
	
	

	No-Observed –Effect loading Rate (NOELR) (mg/L)
	
	
	
	


	Remarks - Results
	

	
	
	

	Conclusion
	

	
	
	

	Test Facility
	


	C.2.4. Algal growth inhibition test

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 201 Alga, Growth Inhibition Test.

EC Directive 92/69/EEC C.3 Algal Inhibition Test.

	Species
	

	Exposure Period
	… hours

	Concentration Range
	Nominal:
… mg/L

Actual:
… mg/L

	Auxiliary Solvent
	

	Water Hardness
	… mg CaCO3/L

	Analytical Monitoring
	

	Remarks - Method
	

	
	
	

	Results
	


	Biomass
	Growth

	<Elemental Value>
	<Elemental Value>
	<Elemental Value>
	<Elemental value>

	mg/L at … h
	… mg/L
	mg/L at … h
	… mg/L

	
	
	
	

	
	
	
	


	Remarks - Results
	

	
	
	

	Conclusion
	

	
	
	

	Test Facility
	


	C.2.5. Inhibition of microbial activity

	
	

	Test Substance
	

	
	
	

	Method
	OECD TG 209 Activated Sludge, Respiration Inhibition Test.

EC Directive 88/302/EEC C.11 Biodegradation: Activated Sludge Respiration Inhibition Test

	Inoculum
	

	Exposure Period
	… hours

	Concentration Range
	Nominal:
… mg/L

Actual:
… mg/L

	Remarks – Method
	

	
	
	

	Results
	

	IC50
	… mg/L

	NOEC
	… mg/L

	Remarks – Results
	

	
	
	

	Conclusion
	

	
	
	

	Test Facility
	


	C.2.6. Endpoint

	
	

	Test Substance
	

	
	
	

	Method
	

	Remarks - Method
	

	
	
	

	Results
	

	Remarks - Results
	

	
	
	

	Conclusion
	

	
	
	

	Test Facility
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