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Application to conduct work at UNE involving the use of genetically modified organisms (GMOs) classified as Notifiable Low Risk Dealings (NLRD)


General Information about Notifications of a Notifiable Low Risk Dealing (NLRD)

According to the Gene Technology Act 2000, to "deal with" a Genetically Modified Organism (GMO) includes the following activities:
1. Conduct experiments with the GMO;
2. Make, develop, produce, or manufacture the GMO;
3. Breed the GMO;
4. Propagate the GMO;
5. Use the GMO in the course of manufacturing a non-GMO product;
6. Grow, raise, or culture the GMO;
7. Import the GMO;

Additionally, it includes the possession, supply, use, transport, or disposal of the GMO for the purposes of, or in the course of, any of the activities mentioned above. 

Consider the classification of your project having reviewed which dealings with GMOs are classified as Exempt Dealings, and types of dealings with GMOs classified as Notifiable Low Risk Dealings.

Accuracy of Information 
Please answer all questions unless otherwise indicated. Researchers are responsible for completing sections 1 to 10 and can refer to section 11 for abbreviations. Section 12 will be completed by the IBC Committee Officer after the application has been assessed by the UNE IBC.

While sufficient technical detail is required to be included so that the IBC can understand any risks associated with this work, researchers must write as plainly and simply as possible throughout this application form. 

Information contained in this application will be used, if required, to notify the OGTR of the work to be conducted, so verify that all information provided is accurate before submitting this form. 

Contact Information: For any queries or further assistance, please contact the Committee Officer at ibc@une.edu.au or call 02 6773 1093. 



	This form is updated regularly and must always be downloaded from the IBC website.

NLRD applications must be submitted by the relevant closing date to be considered at an upcoming meeting of the IBC. View the dates on the IBC webpage.







Project Details

	1.1. 
	Project title
	

	1.2. 
	
Describe the aim and a brief outline of the project, using lay language. 

Include an overview of the GMO components and clearly and simply state what the project will aim to achieve.


	

	1.3. 
	Proposed start date
You must receive IBC approval before the project commences.

	

	1.4. 
	Proposed end date
The UNE IBC can approve a project for up to 5 years at a time, after which point a new application will be required.

	



Project Supervisor

	1.5. 
	Full name and title
	

	1.6. 
	Highest qualification and any relevant experience
	

	1.7. 
	Position at UNE
	

	1.8. 
	Role on this project
	Project Supervisor

	1.9. 
	Work phone number
	

	1.10. 
	Mobile phone number
	

	1.11. 
	UNE email address
	





Other Project Personnel
Provide the details of anyone who is going to be involved in working with the GMO in the project. Copy and paste the table below as needed.

	1.12. 
	Full name and title
	

	1.13. 
	Highest qualification and any relevant experience
	

	1.14. 
	Position at UNE
	

	1.15. 
	Role on this project
E.g., co-investigator, Masters student, technician
	



Facility Details
If you are planning to use more than one facility, copy and paste the table below as needed. 
	1.16. 
	Name of facility
	

	1.17. 
	Building and/or room numbers
	

	1.18. 
	Type of facility (e.g., animal containment, laboratory)
	

	1.19. 
	Physical Containment level
	

	1.20. 
	Facility manager or contact person*
	

	1.21. 
	Facility manager or contact person name, email and phone number
	



NLRD Type
	1.22. 
	Does the work, as defined by Schedule 3 Part 1 of the Gene Technology Regulations 2001, fall under the Category of at least PC1 NLRD?

	(a)
	☐ Yes 
	☐ No

	(c) 

	☐ Yes
	☐ No

	The work does not fall under this NLRD type.
	☐


	1.23. 
	Does the work, defined by Schedule 3 Part 2 of the Gene Technology Regulations 2001, fall under the Category of at least PC2 NLRD?

	(a)
	☐ Yes 
	☐ No

	(aa)
	☐ Yes
	☐ No

	(b)
	☐ Yes
	☐ No

	(c)
	☐ Yes
	☐ No

	(d)
	☐ Yes
	☐ No

	(e)
	☐ Yes
	☐ No

	(f) 
	☐ Yes
	☐ No

	(g)
	☐ Yes
	☐ No

	(h)
	☐ Yes
	☐ No

	(i)
	☐ Yes
	☐ No

	(j)
	☐ Yes
	☐ No

	(k)
	☐ Yes
	☐ No

	(l)
	☐ Yes
	☐ No

	(m)
	☐ Yes
	☐ No

	The work does not fall under this NLRD type.
	☐


	1.24. 
	Does the work, defined by Schedule 3 Part 3 of the Gene Technology Regulations 2001, fall under the Category of dealings that are not notifiable low risk dealings? 

	☐ Yes 
	☐ No

	If yes, the proposed dealing requires a license. Contact ibc@une.edu.au for more information.



GMOs
In this part, a description of the GMO(s) is required.  This includes a description of all of the GMO(s) to be generated and/or used during the proposed dealings, for example, bacteria used for subcloning steps, tissue culture cell lines etc.

	GMO Description Summary

	1.25. 
	Genus
	

	1.26. 
	Species (where known)
	

	1.27. 
	Family (for viruses)
	

	1.28. 
	If the above is not known, please give a summary description of the GMO as best you can
	









	Host/vector systems

	1.29. 
	Describe, in the simplest language possible, the host/vector systems you will be using in detail. Include maps and sources of all vectors and cells. Also include the name of the company supplying any commercially obtained vectors. Feel free to present the information as dot points if useful.

	








	Donor DNA

	1.30. 
	Describe the sources and characteristics of the donor DNA in detail, and what manipulations will be used in recombination with the vector. Feel free to present the information as dot points.

	








	Modified traits

	1.31. 
	Describe the traits that will be modified by the transfer of DNA to the hosts. Some examples of traits are included in section 11 of this form. Feel free to present the information as dot points if useful.

	






	1.32. 
	What are the identity and function of the gene(s) responsible for the modified trait? 
The primary interest here is the gene or genes under study, and the function of these genes. Such details are not required about genes commonly used as markers, for selections, or for any other routine procedures.

	







	1.33. 
	From what organism were the genes responsible for the modified trait isolated?
For genes commonly used as markers, for selection or for any other routine procedures, indicate the plasmid from which these genes were derived.

	








	Associated organisms or tissues

	1.34. 
	Outline the organisms or tissues to be used in association with the GMO(s). 
For example, if mice are going to be fed GMOs, list “mice”.

	







	
	Additional information for a GMO that is a whole plant or is to be used in conjunction with a whole plant

	Applicable
	☐
	Not applicable
	☐
	1.35. 
	Outline whether the parent organism which is to be modified is a weed or is closely related to plants that are weeds.
	







	1.36. 
	Outline to what developmental stage the plants will be grown.
	




	1.37. 
	Outline what will be used as the growing medium for the plants. 
Indicate the type of medium to be used and how it will be subsequently sterilised or disposed of.
	










Risk Assessment and Management 
	Health and safety of people

	1.38. 
	What are the possible hazards and the likelihood and consequence of each occurring (i.e., the risk) from the proposed genetic modifications?

This relates to the occupational health and safety of people undertaking the dealings. If appropriate, include comparisons to the unmodified organism.
	







	1.39. 
	What are the possible hazards and the likelihood and consequence of the hazards occurring (i.e., the risk) from an unintentional release of the GMO(s) into the environment?

This relates to the general population exposed to a GMO that is unintentionally released from containment.
	







	Risks to the environment

	1.40. 
	What are the possible hazards and the likelihood and consequence of each occurring (i.e., the risk) from an unintentional release of the GMO(s) into the environment.

This relates to the environment exposed to a GMO that is unintentionally released from containment. If appropriate, include comparison to the unmodified organism.

	







	1.41. 
	Do you propose to transport the GMO(s) outside a certified facility?

If yes, indicate why this is required and what arrangements will be made to mitigate any risks. If GMO materials are transported between different certified facilities, or between different certified parts of the same facility, this is considered transport.
	




	1.42. 
	How will the GMO(s) be disposed of?

This includes arrangements for disposing of the carcasses of all animals inoculated with GMO(s), and liquid and solid waste from all dealings.

	

	1.43. 
	What are the steps you will take in the event of an unintentional release of the GMO(s)? 

Include here plans to deal with the escape of animals to be used during the proposed dealings. The IBC and the Regulator must be notified immediately if there has been an unintentional release of the GMO into the environment.
	

	1.44. 
	Are there any other actions and precautions you will take to minimise risks posed by the proposed dealings?

These may not be specifically related to GMOs but other hazardous risks instead.
	




Confidentiality
Are you applying for a declaration of Confidential Commercial Information (CCI)?

☐      Yes
☐      No

If yes, send an application for a declaration of CCI to ibc@une.edu.au, at the time you submit this NLRD.
Alternatively, if the CCI is covered by a previous CCI application, please provide the CCI application number here:

Project Supervisor Declaration
I declare that to the best of my knowledge, having made reasonable inquiries, the information presented in this NLRD form is true and correct. I understand that providing misleading information to the OGTR, deliberately or otherwise, is an offence under Commonwealth law.

I also confirm that all personnel listed in this NLRD form have read this application and have agreed to comply with procedures described.

	Date
	

	Signature
	



Facility Manager Declaration
I confirm that the project has provided the relevant risk assessments and safe work procedures and the participants have been inducted into and granted swipe card access into the facility.

	Date
	

	Signature
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Supplementary Information
Table of Abbreviations

	the Act
	the Gene Technology Act 2000 (Commonwealth)


	CCI
	Confidential Commercial Information


	DIR
	Dealings involving an Intentional Release of a GMO into the environment


	DNIR
	Dealings Not involving an Intentional Release of a GMO into the environment


	GMAC
	Genetic Manipulation Advisory Committee


	GMO
	genetically modified organism


	IBC
	Institutional Biosafety Committee


	NLRD
	Notifiable Low Risk Dealing


	OGTR
	Office of the Gene Technology Regulator


	PC1, 2 etc
	Physical Containment Level 1, 2 etc


	the Regulations
	the Gene Technology Regulations 2001 (Commonwealth)


	the Regulator
	the Gene Technology Regulator



Common Modified Traits
	Abiotic stress resistance

	Altered agronomic characteristics

	Altered nutritional characteristics

	Altered pharmaceutical characteristics

	Altered physical product characteristics

	Antibiotic resistance

	Foreign antigen expression

	Attenuation

	Bacterial resistance

	Disease resistance

	Flower colour

	Fungal resistance

	Herbicide tolerance

	Immuno-modulatory protein expression

	Pest resistance e.g. insect

	Protein expression

	Reporter/marker gene expression

	Virus resistance

	Other (provide details)

	Unknown



IBC Evaluation (Office use only)
	Name of IBC
	

	Date of IBC evaluation
	

	IBC Decision
	

	Name of IBC Chair
	

	IBC Chair Signature
	
	Date
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