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GUIDANCE FOR COMPLETING THE NEW CHEMICALS ASSESSMENT REPORT TEMPLATE

INTRODUCTION

The present guidance is intended to help standardise the format, quality and consistency of data provided in notification statements by applicants on toxicity, exposure and chemistry, in order to identify hazards and assess health and environmental risks for notified chemicals. The guidance covers the information required under the Industrial Chemicals (Notification and Assessment) Act 1989 (Cwlth) (the Act) for a submission under the Standard and Limited notification categories.

The guidance is also relevant to applicants applying for the 15% rebate in notification fee for the Standard Notification and Limited Notification. Details of the criteria and notification requirements to apply for such a discount are given in the NCN Form or the NICNAS Handbook for Notifiers (http://www.nicnas.gov.au/publications/handbook.htm). 

NOTIFICATION STATEMENT FOR AN ASSESSMENT CERTIFICATE

In applying for an assessment certificate applicants are required to complete the NCN Form and the appropriate Schedule Attachments. Each Schedule Attachment is a series of numbered Template Boxes that contain standardised headings and sub-headings. This document presents guidance on the preparation and content of the Schedule Attachments and assists the applicant in meeting their notification obligations under the Act.

The guidance in the User Guide follows the format of the Schedule Attachments for a Standard or Limited Notification category and attempts to cover as many scenarios as possible. Examples have been included (font style “Arial Narrow”) to illustrate the nature of the responses required. However, the guidance or examples are not exhaustive or exclusive and the user is encouraged to access the NICNAS Full Public Reports (http://www.nicnas.gov.au/publications/car/new/allindex.htm or can be viewed at the NOHSC library) for further examples of the nature of the information required. 

FURTHER GUIDANCE

The OECD website (http://www.oecd.org/ehs/test/testlist.htm) provides some guidance documents on evaluating toxicological and environmental effects data. OECD test guidelines can be ordered from this site. 

The NICNAS Handbook for Notifiers should be consulted for notification data requirements.

FEEDBACK

Additional guidance and examples may be included as experience from users is gained. Your comments and suggestions are welcome and should be directed to:





Chemicals Notification and Assessment





NICNAS.





GPO Box 58





SYDNEY NSW 2001





AUSTRALIA

ACKNOWLEDGEMENT

In preparing this document NICNAS actively sought to be consistent with guidance offered by other national agencies conducting chemical assessments. To this end NICNAS accessed material from the US EPA “Draft Instruction Manual for Reporting Under the TSCA §5 New Chemicals Program” (http://www.epa.gov/opptintr/newchems/pmnforms.htm) and the “OECD Guidance for Developing Robust Study Summaries for SIDS Dossiers Interim HPV Chemical Manual” (http://www.oecd.org//ehs/pdf/robustsumguid.pdf). Our thanks goes to the New Substances Section of the UK Health and Safety Executive for providing the document “Guide to Notifiers, Notes and Format for Resume of Information Relating to the Full Notification of a New Substance, July 1997” and other associated material.

HOW TO COMPLETE THE TEMPLATE BOXES OF THE SCHEDULE ATTACHMENTS

General

· The Heading/Sub-heading fields are standardised and should not be altered unless there is an instruction to do so.

· Text is to be entered in the row either beneath or to the side of each heading/sub heading as illustrated in the guidance. The rows allow for an unlimited amount of text to be entered.

· Text should be entered in Times New Roman, 10 point.

· Against some of the Headings appears “Confidential/Non-confidential”. Where claiming exempt information delete “Non-confidential” and vice versa. In this guidance document these headings are shaded for easy recognition.

· Some subsections offer a field for “Confidential” information to be entered into. Generic or sanitised text is then entered in the field entitled “Non-confidential”. The entry in the non-confidential field is used in the public version of the assessment, and is mandatory. In this guidance document these subsections are shaded for easy recognition.

· Where < > appears, the user is required to enter the information required, for example, test type, units of time, concentration/dose units.

· Template sections which are not required for the available data should not be deleted – leave them blank. Within sections that have to be completed, do not leave fields blank. Enter “n/a” or relevant notes.

Physicochemical Properties, Toxicological & Environmental Investigations 

There are Template Boxes corresponding to the physicochemical, toxicological and environmental data requirements of Parts B and C of the Schedule (Schedule-Matters to be Dealt With in Notification Statement About Chemical) to the Act.  

The headings and subheadings reflect the reporting requirements of studies useful in interpreting the results of and in judging the reliability of the data. Sufficient information should be provided to allow NICNAS to make an independent assessment minimising the need to go back to the full study report. All descriptions of toxic signs, observations and general comments should be as clear, concise and precise as possible. Negative observations, such as “No clinical signs of systemic toxicity were observed” should also be reported.  Where appropriate, entries stating “not examined” should be made to maintain a complete and consistent record.

The prepared Template Boxes can be copied and pasted if more than one study is available for a particular endpoint. There are also prepared Template Boxes for additional physicochemical, toxicological and environmental data not currently listed in the Schedule. These are marked with ‘P’,‘T’ or ‘E’ e.g. 6.16P Viscosity, 7.14T Developmental toxicity, 8.4E photodegradation. Template boxes marked with a ‘P’ ‘T’ or ‘E’ are only required to be completed if data is available. Furthermore, there is a generic Template Box, located at the end of the sections on physicochemical properties, toxicological and environmental investigations in the Schedule Attachments, which can be used for tests for which there is no prepared template box.

NICNAS will prepare additional Template Boxes from time to time as new test methods become established and these will be available to download from the NICNAS website (http://www.nicnas.gov.au). 

Toxicology and Environmental Effects

The Template Box for reporting toxicology and environmental effects follow the format:

	Sequence Number.
Endpoint

	
	

	Test Substance
	

	
	
	

	Method
	

	Remarks – Method
	

	
	
	

	Results
	

	Remarks – Results
	

	
	
	

	Conclusion
	

	
	
	

	Test Facility
	


The nature of the information to insert against each Heading/Sub Heading is described in turn. For more specific details see Guidance – Schedule Part C1 and C2.

	Test Substance
	Eg 1, Notified Chemical.

Eg 2, The notified chemical was tested as a 75% aqueous solution.

This refers to the identity and composition of the tested chemical. 

Purity and Batch: Ideally all tests should be conducted on the same batch as that identified in Section 3 COMPOSITION. However, where several batches are used the appropriate batch number and purity should be indicated for each test; where only one batch is described in Section 3 COMPOSITION it will be assumed unless indicated to the contrary that all tests were conducted on this batch.

If the chemical used in the specific test is the notified chemical then this is stated. If the chemical used in the test is different in identity and/or composition (purity, additives, different solvent carrier, or an analogue substance) then this is stated and relevant details provided in this field. 

If the neat notified chemical has not been tested, then some interpretation of the correlation of the findings to the notified chemical is required. If the dosages were adjusted to account for the concentration of the notified chemical in the test substance, this should also be stated here.


	Method
	Eg 1, OECD 201, Alga, Growth Inhibition Test

Eg 2, EC Directive 96/54/EC B1tris: acute toxicity (oral) – Acute Toxic Class Method.

Eg 3, Repeated insult patch test (modified Draize procedure). Reference: Marzulli FN and Maibach HI (1977) Contact Allergy: Predictive Testing in Humans. In Advances in Modern toxicology, dermatoxicology and pharmacology, Eds Marzulli FN and Maibach HI 4:353-372.

Eg 4, In-house method.

This field refers to the methodologies used to conduct the study. 

If referencing standard methods, they should be described by citing the title of the test as given in the publication. See Appendix 1 for a listing of OECD, EC and US EPA test method titles. Many of these methods are listed already in the template boxes, and those which are not relevant should be deleted. If the method is not widely recognised then provide reference details. If the method is an in-house method then this is stated.


Under the Method heading certain sub headings commonly appear in the template boxes. The information required against each heading is described below.

	Method (Toxicological Investigations)
	

	Species/Strain
	Name the species and strain used.



	Route of Administration
	Select one:

Oral – gavage, -diet, -drinking water; 

Dermal – occluded, -semi-occluded, -non occluded;

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



	Vehicle
	If used, give its composition before test substance is added and indicate whether the test substance is in solution or suspension. 

If none used, state this. 

If test substance used as supplied, state this.



	Physical Form
	This field is for inhalation studies only.

Delete as appropriate:

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



	Particle Size
	For inhalation studies where exposure is to solid or liquid aerosols: 

· where measured quote the MMAD to which the animals were exposed. 

· quote the range of particle size. 

· quote the inspirable fraction, ie % < 4 (m.


	Method (Environmental Investigations)
	

	Species
	Give the Latin name (common name in parenthesis).



	Exposure Period
	Insert the number of hours or days.



	Auxiliary Solvent
	Give the identity and concentration of any auxiliary solvent, emulsifiers, dispersants or details of any other method (eg ultrasonic dispersion) used for dispersal.



	Water Hardness
	…mg CaCO3/L

This is necessary for some substances where water hardness has a significant impact upon solubility and hence toxicity.



	Analytical Monitoring
	Give analytical method used to measure the chemical in water and the limit of detection and limit of quantification. 


	Remarks – Method
	This field exists for comments, to allow the user to further explain the Method where necessary.

Where the study was done in full accordance with the protocols of OECD test methods, or other widely recognised methods, no further description is required and “No significant protocol deviations” can be stated.

Where there are any deviations from the protocol of the OECD or other recognised test method then those deviations that will significantly impact on either the study reliability or the interpretation of the data need to be individually listed and described in this field. Deviations from the OECD protocol to make for a more informative test need also to be described. Similarly, any changes made while the study is underway need to be listed and described. Prompts are sometimes given in the Remarks - Method field for the most common types of information to include. However, these are not exhaustive. In all above cases the authors of the test report should have described the deviation from the test method and provided the supporting rationale.  

Where a study is based on an in-house method, or a test method that is not widely recognised, then further explanation of the method and differences from recognised methods under the Remarks field may need to be included. Where possible, comment on its similarity to the corresponding OECD method. 

For all studies it is important to note in this field if the test was not done in accordance with Good Laboratory Practice (GLP). 


	Results
	This section typically requires specified data items to be inserted into a table. Do not leave result fields blank; where data cannot be entered write “n/a” (not applicable) or “n/d” (no data).

A number of tables exist in the results section. An example is shown below. For more specific details on the completion of these tables please refer to Guidance – Schedule Part C1 and C2.

For some studies extra headings are included in the results section e.g. signs of toxicity, mortality and time to death, clinical observations. For details on the completion of these sections please refer to the relevant sections of Guidance – Schedule Part C1 and C2




	Group
	Number and Sex

of Animals
	Dose/Concentration

<units>
	Mortality

	
	
	Nominal
	Actual
	

	I (control)
	
	
	
	

	II (low dose)
	
	
	
	

	III (mid dose)
	
	
	
	

	IV (high dose)
	
	
	
	

	V (control recovery)
	
	
	
	

	VI (high dose recovery)
	
	
	
	






	Remarks – Results
	This field exists for comments, to allow the applicant to further explain the Results. 

Typically this section will allow the applicant to:

· Note if a study is unacceptable and indicate why.

· Explain unexpected results (eg results seen due to the complex nature of the test substance, deviations in protocol).

· Additional data that may be needed to adequately assess data for reliability and use.

As for the “Method-Remarks” field, prompts are often given in this field for the most common types of information to include. Once again the guidance is not exhaustive.


	Conclusion
	In most cases standardised phrases are given and the user need only select the correct statement. Criteria for selecting the correct standard phrase are given in Appendices 2 and 3. However, if a conclusion cannot be made (eg the study is inadequate, unreliable or for other reasons) then this must be stated.


	Test Facility
	Entries to be in the format of:


Test facility name (abbreviated name is acceptable) (Year). 

Or where test has been done by an independent researcher etc


Author(s) (Year).

Where test done by same test facility/author in same year, then


Test facility name (Year a).


Test facility name (Year b).


Test facility name (Year c etc).


eg Identichem Ltd (2002c)


There may be situations in which a single study addresses several elements, such as with a combined repeat dose/reproduction/developmental study eg OECD 421. In this example, the individual template boxes should be filled out for repeat dose and developmental toxicity.

Physicochemical Properties

The Template Box for reporting physicochemical properties follows the format:

	Sequence number
	End Point
	

	
	
	

	
	Method
	

	
	Remarks   
	

	
	Test Facility
	


The nature of the information to insert against each Heading/Sub Heading is described below.

	Sequence number
	End Point
	Result (or “Not Determined”)

	
	
	

	
	Method
	As for “Toxicology and Environmental Effects”.



	
	Remarks   
	For physicochemical properties the “Remarks – Method” and “Remarks – Results” are merged into one ‘Remarks’ field. 

In addition to any specific guidance given for a particular endpoint, the following should also be noted as appropriate:

· Test substance – as for “Toxicology and Environmental Effects” (not required in this case if test conducted on pure notified chemical).

· Justification for not conducting test. For example, for “Flammability” this may include that either the result is expected to be negative or that the substance will react violently under the conditions of the test.

· Provide details of the calculation or prediction method and assumptions if data is predicted rather than experimental.

· Indicate if accuracy and method are not compatible with the value quoted.

· Give some interpretation of findings that give insight into the environmental effects (eg rate of hydrolysis) of the substance.

If there are no remarks to be made write “None”.



	
	Test Facility
	As for “Toxicology and Environmental Effects”.


The purpose of this column is to allow referral to group numbers in the discussion of the results. Any recovery group should be identified and given group identifiers different to the main test groups. Use Roman numerals.





Where default units do not appear  in the table these must be inserted by the user. For example, for oral studies the units should be mg/kg bw/day or for inhalation studies mg/L/6-hours.





Enter only one dose or value per row. 





If dosing was conducted in diet or drinking water, include here the calculated values for mean daily dosing. Report actual dose received by dose by sex if known. 


If exposure was by inhalation quote here the mean measured atmosphere concentration





Enter only the number of test substance-related deaths, with information on other deaths being noted under ‘’Signs of Toxicity’’.





To insert more rows, place cursor in the right hand column of the last row and press tab. 








