
[image: image1.jpg]Austin

HEALTH



Institutional Biosafety Committee

APPLICATION FOR NLRD
Version: #
Date: DD/MM/YYYY
	Please answer all questions in plain English and only include the relevant sections


Section 1 - Title
	IBC project number
	

	Title of proposed dealing 

(the title should be concise & convey the purpose of the dealing)
	

	Is this NLRD a PC1, PC2 or PC3 application?
(Remember PC1, PC2 & PC3 applications cannot be combined, you must submit a separate application for NLRD type)
	 FORMCHECKBOX 
 PC1

 FORMCHECKBOX 
 PC2

 FORMCHECKBOX 
 PC3

	Will this NLRD replace another approval for work with GMs?
	 FORMCHECKBOX 
No
 FORMCHECKBOX 
Yes (please provide the IBC or OGTR Reference Number)

	Is this NLRD related to an AEC Application?
	 FORMCHECKBOX 
No

 FORMCHECKBOX 
Yes (please provide the AEC Application Number)



Section 2 – Project Staff
Principal Investigator – the person with legal responsibility for any approved projects and will be the person to whom the Austin Health IBC will send correspondence
	Name
	

	Name of Employing Institution
	

	Name of Institution administering funds
	

	Department
	

	Contact Details (e-mail & phone no.)
	


Responsible Researcher - the person submitting the proposal and proposing to undertake the dealings
	Name
	

	Name of Employing Institution
	

	Name of Institution administering funds
	


	Department
	

	Contact Details (e-mail & phone no.)
	


Section 3 – Project Description
	Describe the dealing to be undertaken

· Use only a few sentences
· Use plain, simple language and explain all technical terms and acronyms 
· Do not list all the GMOs here – these details are to be provided in ‘Record of GMO(s)’ section
(Consider the breadth and scope of the all activities in relation to the dealings including any importation, transport, storage or disposal of the GMO – refer to Section 10 of the Gene Technology Act 2000 for a definition of “deal with” in relation to dealing with a GMO)

	


	Classification of the GMO(s)
Explain how these dealings meet the NLRD Dealing criteria as described in Attachment 2.

	


	Who will be conducting these dealings? 

Please list all people or classes of people. For example: research and technical staff, animal facility personnel, students, couriers, waste disposal contractors, other service providers or contractors. The classes of people nominated here will be the only ones approved for this dealing and this cannot be changed later.

Tip: Use generic statements instead of individually listed researcher/contractor names e.g. The Professor X research group or Waste disposal contractors etc. 
	

	Do the people or classes of people involved in this project who are under your direction supervision have the necessary experience and training in order to work on the dealing?

You must be able to provide signed training records for people or classes of people under your supervision to support this attestation.
	


	Record of GMO(s)

This table is intended to be a concise, accurate record of all the GMOs to be generated or used. This details should not be so narrow as to preclude foreseeable and intended work (which would then need a new approval), nor so broad as to lead to confusion about what dealings with GMOS are covered.

	Common name of the host organism

e.g. Mouse
	Scientific name of the host organism (organism that is/will be genetically modified)

e.g. Mus Musculus
	Vector(s) & method of transfer1
(if applicable)

e.g. Pro nuclear injection of DNA from standard non-conjugate cloning vectors
	Exempt host/vector system2
(tick appropriate box)

e.g. No
List Part. of Schedule 3 (below)
	Donor nucleic acid3:

1. Identity

2. Function

3. Organism of origin

(Address 1-3)

e.g.

1. GAPDH

2.Celluar metabolism

3. Human
	Kind of dealing4  (numerical category as per part 1 and/or 2)


e.g. PC1(a)

	
	
	
	 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
Part: 
	
	

	
	
	
	 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
Part:
	
	

	
	
	
	 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
Part:
	
	


1 For non-viral vectors you don’t need specify the vector (e.g. “standard non-conjugative cloning vectors” is adequate). For viral vectors, attach vector maps and information about safety features of the viral vector to this application.  You must be certain that work with viral vectors meets the NLRD criteria.  More information about viral vector classifications can be found at http://www.ogtr.gov.au/internet/ogtr/publishing.nsf/Content/ibc-index-1 
2 Refer to Attachment 1.

3 Categories or classes of genes are acceptable but cannot be too broad (e.g. “human genes” is too broad).  Remember to list marker and reporter genes (e.g. GFP, antibiotic resistance).

4 Refer to Attachment 2 – the dealings must meet the NLRDs criteria.  NLRDs may be included in this table but they must be specified. 
	Facilities to be used

List all the facilities to be used for this dealing. For OGTR-certified facilities, the requested information can be found on the OGTR sign displayed at the entry to the facility.

	Building Name
	Room Number
	Type e.g. PC2 lab
(if applicable)
	OGTR certification number
(if applicable)

	
	
	
	

	
	
	
	


	Will any of the GMOs be stored outside OGTR-certified facilities? 5
Note:  this includes life stages of GMOs such as ova, sperm, embryos, seeds.
	 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No


5 Storage of GMOs outside certified facilities must be in accordance with the OGTR Guidelines for the type(s) of facility(ies) approved for these dealings and the Guidelines for Transport, Storage and Disposal of GMOs.  Storage of GMOs outside certified facilities must be authorised by the organisation named in the ‘Project Staff’ section of this form.
Section 4 – Risks & Safety
	What are the risks to the health and safety of people from the proposed dealing(s)?
Address possible risks to the health and safety of people even if they are considered to be minimal. Include information about how these risks will be managed.
	

	What are the risks to the environment from the proposed dealing(s)?
Address possible risks to the environment even if they are considered to be minimal. Include information about how these risks will be managed.
	

	What will you do if there is an unintentional release of the GMO(s) into the environment?
	

	How will you dispose of the GMOs? 
Include details of any contractors who may be involved in the disposal process.
	


	In the event of an unintentional release of GMOs  into the environment, the following will be notified (please complete as requested):

	- The OGTR

- Principal Investigator responsible for the OGTR dealing (______________________     PRINT NAME);

- The Facility Manager (______________________     PRINT NAME);
- All co-investigators authorised to undertake dealings with the GMOs specified herein;

- Austin Health IBC Chair;

- Austin Health IBC Secretary;




Section 5 – Signatures & Declarations
Licence Holder Signature
	The signature of the nominated licence holder is required from the institution you are an employee of for the purposes of this research project


	Nominated Certification
	Certification holder
	Name of Authorised Person

	Authorised Person’s Signature

	 FORMCHECKBOX 

	Austin Health
	Heidi Gaulke
Phone: (03) 9496 5088
Email: Heidi.GAULKE@austin.org.au
	Date:

	 FORMCHECKBOX 

	University of Melbourne at Austin Health
	Susan Hisheh
Phone: 

Email: s.hisheh@unimelb.edu.au

	Date:

	 FORMCHECKBOX 

	Olivia Newton-John Cancer Research Institute


	Mark Frewin 

Phone: (03)  9496 5299

Email: mark.frewin@onjcri.org.au
	Date:

	 FORMCHECKBOX 

	Florey Institute of Neuroscience & Mental Health
	Anna Sellens

Phone: (03) 9035 6327 
Email: anna.sellens@florey.edu.au

	Date:


Principal Investigator Declaration
	I declare that:

· To the best of my knowledge the information provided in this form is accurate and true;

· work on this project will not start without written permission from the organisation named in the ‘Project Staff’ section of this form;

· the dealings will be conducted in accordance with legislative and regulatory requirements as they apply to gene technology and GMOs;  

· only the dealings described in this document will be undertaken;  

· the dealings will only be conducted in the facilities listed in this application or as amended from time to time by the organisation named in the ‘Project Staff’ section of this form;

· I will ensure the dealings are properly supervised and a record of the details of the dealings retained;

· I will ensure personnel under my supervision have the appropriate qualifications, experience and training before they start work on the dealings;

· Signed and dated training records for all personnel under my supervision will be made available for auditing purposes

	Printed Name
	

	Signature
	

	Date
	


IBC Declaration (OFFICE USE ONLY)
	I declare that:

· I am duly authorised to sign this form;

· The Austin Health IBC has assessed the dealings in this form to be Notifiable Low Risk Dealings under the amended Gene Technology Regulations 2001 unless otherwise indicated in the ‘Record of GMO(s)’ section of this form;  

· This authorisation covers all “dealings” with the GMOs described in this form including transport, supply, importation and disposal,  as defined in Section 10 of the Gene Technology Act 2000; 
· This authorisation covers storage of GMOs outside certified facilities. (Note:  This applies to Austin Health dealings only.  For other organisations, storage of GMOs outside certified facilities must be authorised by the organisation named in the ‘Project Staff’ section of this form.)

	Name of IBC
	Austin Health IBC

	IBC Accreditation Number
	078

	Chair
	

	Date of IBC Assessment
	

	Chair Signature
	

	Date
	


Attachment 1: Part 2 of Schedule 2 – Host/vector systems for Exempt Dealings
	Please use for the ‘Record of GMO(s)’ section of this form. 
Excerpt from the Gene Technology Regulations 2001, effective from 1 September 2011


	Item
	Class
	Host
	Vector


	1
	Bacteria
	Escherichia coli K12, E. coli B, E. coli C or E. coli Nissle 1917 - any derivative that does not contain:

(a) generalised transducing phages; or

(b) genes able to complement the conjugation defect in a non conjugative plasmid
	1. Non conjugative plasmids
2. Bacteriophage

(a) lambda

(b) lambdoid

(c) Fd or F1 (e.g. M13)
3. None (non vector systems)

	
	
	Bacillus — specified species — asporogenic strains with a reversion frequency of less than 10–7:

(a) B. Amyloliquefaciens
(b) B. Licheniformis
(c) B. Pumilus
(d) B. Subtilise
(e) B. thuringiensis 
	1. Non conjugative plasmids
2. Plasmids and phages whose host range does not include B. cereus, B. anthracis or any other pathogenic strain of Bacillus
3. None (non vector systems)

	
	
	Pseudomonas putida — strain KT 2440
	1. Non‑conjugative plasmids including certified plasmids: pKT 262, pKT 263, pKT 264
2. None (non‑vector systems)

	
	
	Streptomyces — specified species:

(a) S. aureofaciens

(b) S. coelicolor

(c) S. cyaneus

(d) S. griseus

(e)S. lividans

(f) S. parvulus

(g) S. rimosus

(h) S. venezuelae
	1. Non‑conjugative plasmids

2. Certified plasmids: SCP2, SLP1, SLP2, PIJ101 and derivatives

3. Actinophage phi C31 and derivatives

4. None (non‑vector systems)

	
	
	Agrobacterium radiobacter

Agrobacterium rhizogenes — disarmed strains
Agrobacterium tumefaciens — disarmed strains
	1. Non tumorigenic disarmed Ti plasmid vectors, or Ri plasmid vectors
2. None (non vector systems)

	
	
	Lactobacillus

Lactococcus lactis

Oenococcus oeni syn. Leuconostoc oeni

Pediococcus

Photobacterium angustum

Pseudoalteromonas tunicata

Rhizobium (including the genus Allorhizobium)

Sphingopyxis alaskensis syn. Sphingomonas alaskensis

Streptococcus thermophilus
	1. Non‑conjugative plasmids
2. None (non‑vector systems)

	
	
	Synechococcus — specified strains:


(a)
PCC 7002


(b)
PCC 7942


(c)
WH 8102

Synechocystis species — strain PCC 6803

Vibrio cholerae CVD103‑HgR
	


	Item
	Class
	Host
	Vector


	2
	Fungi
	Kluyveromyces lactis
Neurospora crassa — laboratory strains
Pichia pastoris

Saccharomyces cerevisiae

Schizosaccharomyces pombe

Trichoderma reesei

Yarrowia lipolytica
	1. All vectors

2. None (non‑vector systems)

	3
	Slime moulds
	Dictyostelium species
	1. Dictyostelium shuttle vectors, including those based on the endogenous plasmids Ddp1 and Ddp2
2. None (non vector systems)

	4
	Tissue culture
	Any of the following if they cannot spontaneously generate a whole animal:

(a)animal or human cell cultures (including packaging cell lines);

(b)isolated cells, isolated tissues or isolated organs, whether animal or human;

(c)early non-human mammalian embryos cultured in vitro
	1. Non conjugative plasmids

2. Non viral vectors, or replication defective viral vectors unable to transduce human cells

3. Baculovirus (Autographa californica nuclear polyhedrosis virus), polyhedrin minus

4. None (non vector systems)

	
	
	Either of the following if they are not intended, and are not likely without human intervention, to vegetatively propagate, flower or regenerate into a whole plant:

(a) plant cell cultures;

(b) isolated plant tissues or organs
	1. Non tumorigenic disarmed Ti plasmid vectors, or Ri plasmid vectors, in Agrobacterium tumefaciens, Agrobacterium radiobacter or Agrobacterium rhizogenes

2. Non pathogenic viral vectors

3. None (non vector systems)


Attachment 2 - Types of Dealings with GMOs classified as Notifiable Low Risk Dealings (NLRDs)
	Please use for ‘Record of GMO(s)’ section of this form Excerpt from the Gene Technology Regulations 2001, effective from 1 September 2011.  This part also refers to the exempt host/vector systems described in Part 2 of Schedule 2 (see Attachment 1). 


	Part 1 of Schedule 3 of the Gene Technology Regulations
Dealings with GMOs that are classified as NLRDs suitable for Physical Containment level 1 (PC1).  

	(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;

	(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 2.1 of Schedule 3 of the Gene Technology Regulations
Dealings with GMOs that are classified as NLRDs suitable for Physical Containment level 2 (PC2).  

	(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;


	Part 2.1 of Schedule 3 of the Gene Technology Regulations
Dealings with GMOs that are classified as NLRDs suitable for Physical Containment level 2 (PC2).  

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

	(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;

	(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 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;


	Part 2.1 of Schedule 3 of the Gene Technology Regulations
Dealings with GMOs that are classified as NLRDs suitable for Physical Containment level 2 (PC2).  

	(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; and/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 2.2 of Schedule 3 of the Regulations

Describes the types of dealings with GMOs that are classified as NLRDs suitable for Physical Containment levels 3 (PC3).

	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.
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