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THE UNIVERSITY OF

NEWCASTLE

AUSTRALIA



INSTITUTIONAL BIOSAFETY COMMITTEE (220) 

	NLRD Dealing Report

	IBC reference No.




	1
	Name(s) of Project Supervisor(s)

	

	2
	Project title

	

	3
	List ALL personnel (staff & students) who will be conducting the activities identified within this dealing. All persons/classes of persons and their appropriate training/experience should be listed.

	

	4
	NOTIFIABLE LOW RISK DEALINGS IN RELATION TO A GMO

	Part 1
	NLRD suitable for at least physical containment Level 1

	1.1
	Kinds of dealings suitable for at least physical containment Level 1 

	Type
	Description of dealing

	
	(a) a dealing involving a genetically modified laboratory guinea pig, a genetically modified

 laboratory mouse, a genetically modified laboratory rabbit or a genetically modified laboratory rat, unless:


(i)
an advantage is conferred on the animal by the genetic modification; or


(ii)
the animal is capable of secreting or producing an infectious agent as a result of the 


genetic modification;



	
	(b) Removed as part of OGTR Amendment to GT Regulations 2001 (effective 1 September 2011)

	

	(c)
a dealing involving a replication defective vector derived from Human adenovirus or Adeno associated virus in a host mentioned in item 4 of Part 2 of Schedule 2, if the donor nucleic acid:


(i)
cannot restore replication competence to the vector; and


(ii)
does not:



(A)

confer an oncogenic modification in humans; or




(B)
encode a protein with immunomodulatory activity in humans


	Part 2
	NLRD suitable for at least physical containment Level 2 or 3

	2.1
	Kinds of dealings suitable for at least physical containment level 2

	Type
	Description of dealing

	

	(a)
a dealing involving whole animals (including non‑vertebrates) that:

(i)
involves genetic modification of the genome of the oocyte or zygote or early embryo 
by any means to produce a novel whole organism; and

(ii)
does not involve any of the following:

(A)
a genetically modified laboratory guinea pig;

(B)
a genetically modified laboratory mouse;

(C)
a genetically modified laboratory rabbit;

(D)
a genetically modified laboratory rat;
(E)
a genetically modified Caenorhabditis elegans;



	

	(aa)
a dealing involving a genetically modified laboratory guinea pig, a genetically modified


laboratory mouse, a genetically modified laboratory rabbit, a genetically modified laboratory

rat or a genetically modified Caenorhabditis elegans, if:

(i)
the genetic modification confers an advantage on the animal; and

(ii)
the animal is not capable of secreting or producing an infectious agent as a result of the 
genetic modification;

	

	(b) 
a dealing involving a genetically modified plant 

	

	(c)

a dealing involving a host/vector system not mentioned in paragraph 1.1 (c) or Part 2 of Schedule 2, if neither host nor vector has been implicated in, or has a history of causing, disease in otherwise healthy:


(i)
human beings; or


(ii)
animals; or


(iii)
plants; or


(iv)
fungi;

	

	(d)

a dealing involving a host and vector not mentioned as a host/vector system in Part 2 of Schedule 2, if:


(i)
the host or vector has been implicated in, or has a history of causing, disease in 

otherwise healthy:


(A)
human beings; or


(B)
animals; or


(C)
plants; or


(D)
fungi; and


(ii)
the donor nucleic acid is characterised; and


(iii)
the characterisation of the donor nucleic acid shows that it is unlikely to increase the capacity of the host or vector to cause harm;

Example

Donor nucleic acid would not comply with subparagraph (iii) if, in relation to the capacity of the host or vector to cause harm, it:

(a)
provides an advantage; or

(b)
adds a potential host species or mode of transmission; or

(c)
increases its virulence, pathogenicity or transmissibility.



	

	(e)

a dealing involving a host/vector system mentioned in Part 2 of Schedule 2, if the donor nucleic acid:


(i)
encodes a pathogenic determinant; or


(ii)
is uncharacterised nucleic acid from an organism that has been implicated in, or has a 
history of causing, disease in otherwise healthy:


(A)
human beings; or


(B)
animals; or


(C)
plants; or


(D)
fungi;

	

	(f)
a dealing involving a host/vector system mentioned in Part 2 of Schedule 2 and producing more than 25 litres of GMO culture in each vessel containing the resultant culture, if:

(i)
the dealing is undertaken in a facility that is certified by the Regulator as a large scale facility; and

(ii)
the donor nucleic acid satisfies the conditions set out in subitem 4 (2) of Part 1 of Schedule 2;

	

	(g)
a dealing involving complementation of knocked‑out genes, if the complementation is unlikely to increase the capacity of the GMO to cause harm compared to the capacity of the parent organism before the genes were knocked out;

Example


A dealing would not comply with paragraph (g) if it involved complementation that, in relation to the parent organism:

(a)
provides an advantage; or

(b)
adds a potential host species or mode of transmission; or

(c)
increases its virulence, pathogenicity or transmissibility.



	

	(h)
a dealing involving shot‑gun cloning, or the preparation of a cDNA library, in a host/vector system mentioned in item 1 of Part 2 of Schedule 2, if the donor nucleic acid is derived from either:

(i)
a pathogen; or

(ii)
a toxin‑producing organism;



	

	 (i)
a dealing involving the introduction of a replication defective viral vector unable to transduce human cells into a host not mentioned in Part 2 of Schedule 2, if the donor nucleic acid cannot restore replication competence to the vector;



	

	(j)
a dealing involving the introduction of a replication defective non-retroviral vector able to transduce human cells, other than a dealing mentioned in paragraph 1.1 (c), into a host mentioned in Part 2 of Schedule 2, if the donor nucleic acid cannot restore replication competence to the vector;



	
	(k)
a dealing involving the introduction of a replication defective non-retroviral vector able to transduce human cells into a host not mentioned in Part 2 of Schedule 2, if:

(i)
the donor nucleic acid cannot restore replication competence to the vector; and

(ii)
the donor nucleic acid does not:


(A)
confer an oncogenic modification in humans; or


(B)
encode a protein with immunomodulatory activity in humans;



	
	(l)
a dealing involving the introduction of a replication defective retroviral vector able to transduce human cells into a host mentioned in Part 2 of Schedule 2, if:

(i)
all viral genes have been removed from the retroviral vector so that it cannot replicate or assemble into a virion without these functions being supplied in trans; and

(ii)
viral genes needed for virion production in the packaging cell line are expressed from independent, unlinked loci with minimal sequence overlap with the vector to limit or prevent recombination; and

(iii)
either:

(A)
the retroviral vector includes a deletion in the Long Terminal Repeat sequence 
of DNA that prevents transcription of genomic RNA following integration into 
the host cell DNA; or

(B)
the packaging cell line and packaging plasmids express only viral genes 
gagpol, rev and an envelope protein gene, or a subset of these;



	
	(m)
a dealing involving the introduction of a replication defective retroviral vector able to transduce human cells into a host not mentioned in Part 2 of Schedule 2, if:

(i)
the donor nucleic acid does not:

(A)
confer an oncogenic modification in humans; or

(B)
encode a protein with immunomodulatory activity in humans; and

(ii)
all viral genes have been removed from the retroviral vector so that it cannot replicate 
or assemble into a virion without these functions being supplied in trans; and

(iii)
viral genes needed for virion production in the packaging cell line are expressed from 
independent, unlinked loci with minimal sequence overlap with the vector to limit or 
prevent recombination; and

(iv)
either:

(A)
the retroviral vector includes a deletion in the Long Terminal Repeat sequence 
of DNA that prevents transcription of genomic RNA following integration into 
the host cell DNA; or

(B)
the packaging cell line and packaging plasmids express only viral genes 
gagpol, rev and an envelope protein gene, or a subset of these.




	Part 2
	NLRD suitable for at least physical containment Level 2 or 3

	2.2
	Kinds of dealings suitable for at least physical containment level 3

	Type
	Description of dealing

	
	Any kind of dealing mentioned in this Part involving a micro‑organism that satisfies the criteria in AS/NZS 2243.3:2010 for classification as Risk Group 3 must be undertaken, unless paragraph 13 (2) (c) or (3) (b) applies, in facilities that are:

(a)
certified to at least physical containment level 3; and

(b)
appropriate for the dealing.




Additional Information to assist with classification
Part 3 - Dealings that are not notifiable low risk dealings
	Note 1 The following list qualifies the list in Parts 1 and 2, and is not an exhaustive list of dealings that are not notifiable low risk dealings.

Note 2 A dealing that is not a notifiable low risk dealing, or an exempt dealing, can only be undertaken by a person who is licensed, under the Act, for the dealing (see Act, section 32).


3.1
Kinds of dealings
A dealing of any of the following kinds, or involving a dealing of the following kinds, is not a notifiable low risk dealing:

a) a dealing (other than a dealing mentioned in paragraph 2.1 (h)) involving cloning of nucleic acid encoding a toxin having an LD50 of less than 100 (g/kg;

b) a dealing involving high level expression of toxin genes, even if the LD50 is 100 (g/kg or more;
c) a dealing (other than a dealing mentioned in paragraph 2.1 (h)) involving cloning of uncharacterised nucleic acid from a toxin‑producing organism;
d) a dealing involving the introduction of a replication defective viral vector into a host not mentioned in Part 2 of Schedule 2, other than a dealing mentioned in paragraph 2.1 (i), if the donor nucleic acid:
i) confers an oncogenic modification in humans; or
ii) encodes a protein with immunomodulatory activity in humans;
e) a dealing involving a replication competent virus or viral vector, other than a vector mentioned in Part 2 of Schedule 2, if the donor nucleic acid:
i) confers an oncogenic modification in humans; or

ii) encodes a protein with immunomodulatory activity in humans;

f) a dealing involving, as host or vector, a micro‑organism, if:
i) the micro-organism has been implicated in, or has a history of causing, disease in otherwise healthy:
f) human beings; or
f) animals; or
f) plants; or
f) fungi; and
f) none of the following sub-subparagraphs apply:

f) the host/vector system is a system mentioned in Part 2 of Schedule 2;

f) the donor nucleic acid is characterised and its characterisation shows that it is unlikely to increase the capacity of the host or vector to cause harm;

f) the dealing is a dealing mentioned in paragraph 2.1 (g);

Example: Donor nucleic acid would not comply with sub‑subparagraph (B) if, in relation to the capacity of the host or vector to cause harm, it:

(a) provides an advantage; or

(b) adds a potential host species or mode of transmission; or

(c) increases its virulence, pathogenicity or transmissibility.
g) a dealing involving the introduction, into a micro‑organism, of nucleic acid encoding a pathogenic determinant, unless:
i) the dealing is a dealing mentioned in paragraph 2.1 (g); or
ii) the micro‑organism is a host mentioned in Part 2 of Schedule 2;

h) a dealing involving the introduction into a micro‑organism, other than a host mentioned in Part 2 of Schedule 2, of genes whose expressed products are likely to increase the capacity of the micro-organisms to induce an autoimmune response;

i) a dealing involving use of a viral or viroid genome, or fragments of a viral or viroid genome, to produce a novel replication competent virus with an increased capacity to cause harm compared to the capacity of the parent or donor organism;

Example: A dealing would comply with paragraph (i) if it produces a novel replication competent virus that has a higher capacity to cause harm to any potential host species than the parent organism because the new virus has:

(a)  an advantage; or
(b)  a new potential host species or mode of transmissibility; or
(c)  increased virulence, pathogenicity or transmissibility.

j) a dealing, other than a dealing mentioned in paragraph 2.1 (l) or (m), with a replication defective retroviral vector (including a lentiviral vector) able to transduce human cells;

k) a dealing involving a genetically modified animal, plant or fungus that is capable of secreting or producing infectious agents as a result of the genetic modification;

l) a dealing producing, in each vessel containing the resultant GMO culture, more than 25 litres of that culture, other than a dealing mentioned in paragraph 2.1 (f);

m) a dealing that is inconsistent with a policy principle issued by the Ministerial Council;

n) a dealing involving the intentional introduction of a GMO into a human being, unless the GMO:
i) is a human somatic cell; and
ii) cannot secrete or produce infectious agents as a result of the genetic modification; and
iii) if it was generated using viral vectors:

n) has been tested for the presence of viruses likely to recombine with the genetically modified nucleic acid in the somatic cells; and

n) the testing did not detect a virus mentioned in sub-subparagraph (A); and

n) the viral vector used to generate the GMO as part of a previous dealing is no longer present in the somatic cells;

o) a dealing involving a genetically modified pathogenic organism, if the practical treatment of any disease or abnormality caused by the organism would be impaired by the genetic modification;

p) a dealing involving a micro-organism that satisfies the criteria in AS/NZS 2243.3:2010 for classification as Risk Group 4.

	5
	DESCRIPTION OF THE DEALING TO BE UNDERTAKEN

	NOTE:  It is expected that the description of the proposed project would be written using clear language and would include the following details:

· common and scientific names of the parent organism(s) of GMO(s)

· identity and source of donor nucleic acid, including common and scientific names of donor organisms, if relevant

· genetic modification(s), (target genes) 

· method of genetic modification and expected phenotype/trait/outcomes

· a list of the dealings proposed and assessed (this may be all dealings listed in the definition of ‘deal with’ in Section 10 of the Act unless there is a specific reason for excluding one or more of these dealings)

· intended use/purpose of the GMOs (eg inoculation into a laboratory animal, cultured in vitro etc).

This description should provide sufficient detail for researchers, organisations, IBCs and the OGTR to understand what is specifically authorised. 

In preparing a proposal (proponent) or describing the dealings to be authorised (IBC), careful consideration should be given to ensuring that it will include all the activities intended to be undertaken. It should not be so narrow as to preclude foreseeable and intended work (which would then need a separate NLRD) nor so broad or general as to lead to confusion about what dealings with the GMOs have actually been proposed and assessed (ie what is authorised).

	

	Scientific name of parent/host organism (delete those classes which don’t apply)

Algae

Animal

Bacteria

Fungi

Plant

Protozoa

Virus

	Vector(s) & Method of Transfer




	Identity & Function of Nucleic Acid & Organism of Origin



	Modified trait(s) and gene(s) responsible (delete those that do not apply) and provide details

Class of modified trait                                                           Details

	Virus resistance
	

	Fungal resistance
	

	Bacterial resistance
	

	Disease resistance 
	

	Pest resistance 
	

	Herbicide tolerance
	

	Antibiotic resistance

	

	Pesticide resistance
	

	Abiotic stress resistance
	

	Altered agronomic characteristics
	

	Altered horticultural characteristics
	

	Altered nutritional characteristics
	

	Altered physical product characteristics
	

	Altered physiological characteristics
	

	Altered pharmaceutical characteristics
	

	Attenuation
	

	Antigen expression
	

	Protein expression
	

	Growth factor expression
	

	Altered biosensor characteristics
	

	Altered bioremediation characteristics
	

	Altered biocontrol characteristics
	

	Reporter/marker gene expression
	

	Immuno-modulatory protein expression
	

	Other
	


	6
	List all Facilities to be used – including the facilities used for storage purposes only of GM material 
Note: Generally PC1 NLRD dealings can be conducted in PC1 facilities, but in line with AS/NZS 2243.3, if human or animal tissues or risk group 2 micro-organisms are involved, the dealing must be conducted in a PC2 facility.

	
        Uncertified


OGTR certified PC1


OGTR certified PC2


       OGTR certified PC3

Building Name/s, Room Number/s
and Certification Number/s:


	75
	Will the dealing involve the import of GMO’s into Australia?

	  NO (go to 8)
	

	  YES
Source Organisation-

Source Country-

AQIS Import Permit Number-
	


	85
	Describe the transportation arrangements – (this includes where GMOS are being transported between institutions within Australia)? 
See the OGTR Guidelines for the Transport, Storage and Disposal of GMOs (Version 1.1) http://www.ogtr.gov.au/internet/ogtr/publishing.nsf/content/transport-guide-1

	


	9
	Expected Commencement date

	


	10
	Expected Completion date GT Amendment Regulations 2011 13A time limit for stopping NLRDs the day 5 years after the IBC date of assessment.

	


	11
	IBC Assessment

	The IBC has evaluated this dealing in accordance with Schedule 3 of the Gene Technology Regulations 2001 and the Gene Technology Amendment Regulations 2011 and based on the information provided with this application the IBC;

          confirms that the applicant has correctly classified this dealing as an PC1 NLRD dealing


          confirms that the applicant has correctly classified this dealing as an PC2 NLRD dealing




confirms that the applicant has correctly classified this dealing as an PC3 NLRD dealing

        
has identified that this dealing has not been correctly classified and requests the applicant 
complete a                                                              


                                  Exempt Dealing Application Form

                                                        or

                                  DNIR Dealing Application Form


	Assessment Date                 /          /

IBC Approval Date            /          /
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