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More information about the decision to issue this licence is contained in the Risk 
Assessment and Risk Management Plan prepared in connection with the assessment of 
the application for the licence. This document can be obtained from the Office of the 
Gene Technology Regulator website at <http://www.ogtr.gov.au>, or by telephoning the 
Office on 1800 181 030.  

http://www.ogtr.gov.au/


Gene Technology Regulation in Australia 
 
Australia’s gene technology regulatory system operates as part of an integrated legislative 
framework. The Gene Technology Act 2000 (Cth) and corresponding state and territory 
legislation form a substantial part of a nationally consistent regulatory system controlling the 
development and use of genetically modified organisms (GMOs). 
 
This licence is issued by the Gene Technology Regulator in accordance with the Gene 
Technology Act 2000 and, as applicable, Corresponding State Law. 
 
The Gene Technology Regulator is required to consult with, and take into account advice 
from, a range of key stakeholders, including other regulatory authorities, on risks to human 
health and safety and to the environment in assessing applications for dealings involving the 
intentional release of GMOs into the Australian environment. 
 
Other agencies that also regulate GMOs or GM products include Food Standards Australia 
New Zealand, Australian Pesticides and Veterinary Medicines Authority, Therapeutic Goods 
Administration, National Industrial Chemicals Notification and Assessment Scheme, 
National Health and Medical Research Council and Australian Quarantine and Inspection 
Service. Dealings conducted under any licence issued by the Regulator may also be subject to 
regulation by one or more of these agencies. It is recommended that the licence holder 
consult the relevant agency (or agencies) about their regulatory requirements. 
 
The licence authorises the licence holder and persons covered by the licence to conduct 
specified dealings with the genetically modified organism(s) listed in Attachment B of this 
licence. 
 
Dealings permitted by this licence may also be subject to the operation of State legislation 
declaring areas to be GM, GM free, or both, for marketing purposes. 
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PART 1 

This instrument, including its attachments, is a licence authorising dealings involving the 
intentional release of GMOs into the environment.  It is issued by the Gene Technology 
Regulator (the Regulator) pursuant to the Gene Technology Act 2000 (Cth) and corresponding 
State law. 
 
Duration of Licence 

1. This licence remains in force until it is suspended, cancelled or surrendered.  No dealings 
with the GMO are authorised during any period of suspension. 

 
Holder of licence  

2. The holder of this licence (‘the licence holder’) is CSL Limited. 

 
Project Supervisor 

3. The project supervisor for the dealings authorised by this licence is identified at 'Project 
Supervisor Details' at Attachment A. 

 
No dealings with GMO except as authorised by this licence 

4. Persons authorised by this licence must not deal with the GMO except as expressly 
authorised or contemplated by this licence. 

 
GMO 

5. The GMO covered by this licence (‘the GMO’) is identified and described at ‘GMO 
Description’ at Attachment B. 

 

Permitted dealings 

6. The permitted dealings with the GMO are: 

(a) importation of the GMO; 

(b) administration of the GMO; 

(c) holding and testing the GMO; and 

(d) transport and storage for the purposes of the above. 

7. Permitted dealings with the GMO may only be conducted by persons authorised to 
conduct them. 
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Persons covered by this GMO licence 

8. The persons authorised by this licence to conduct the particular permitted dealings with 
the GMO described above are set out in the following table:  

 

Permitted dealing Person authorised to conduct the dealing 

Import of the GMO CSL Limited 

Administration of the GMO All persons 

Holding and/or testing the GMO CSL Limited, Therapeutic Goods 
Administration 

Transporting the GMO for the purpose of 
importing the GMO 

CSL Limited 

Transporting the GMO for the purpose of 
administering the GMO 

All persons 

Transporting the GMO for the purpose of 
holding and/or testing the GMO 

CSL Limited, Therapeutic Goods 
Administration 

 
(Explanatory Note: Each person covered by this licence is a ‘person covered by a GMO 
licence’ for the purposes of the Gene Technology Act 2000 (Cth)). 
 
Informing people of their obligations 

9. The licence holder must inform each person covered by this licence of the obligations 
imposed on them as a result of the conditions in this licence. 
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PART 2 INTERPRETATION AND DEFINITIONS 

In this licence: 

(a) unless defined otherwise in this licence, words and phrases used in this 
licence have the same meaning as they do in the Act and the Regulations; 

(b) words importing a gender include any other gender; 

(c) words in the singular include the plural and words in the plural include the 
singular; 

(d) words importing persons include a partnership and a body whether corporate 
or otherwise; 

(e) references to any statute or other legislation (whether primary or 
subordinate) are a reference to a statute or other legislation of the 
Commonwealth of Australia as amended or replaced from time to time and 
equivalent provisions, if any, in corresponding State law, unless the contrary 
intention appears; 

(f) where any word or phrase is given a defined meaning, any other part of 
speech or other grammatical form in respect of that word has a 
corresponding meaning; 

(g) specific conditions prevail over standard conditions to the extent of any 
inconsistency. 

In this licence: 

'Act' means the Gene Technology Act 2000 (Cth) or the corresponding State legislation under 
which this licence is issued. 

'Annual Report' means a written report provided to the Regulator within ninety (90) days of 
each anniversary of issue of this licence containing all the information required by this 
licence to be provided in the Annual Report. 

‘GM’ means genetically modified. 
 
‘GMO’ means the genetically modified organism covered by this licence. 
 
‘OGTR’ means the Office of the Gene Technology Regulator. 
 
‘Regulator’ means the Gene Technology Regulator. 
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PART 3 LICENCE CONDITIONS  

The licence holder must comply with the conditions of this licence. 
 
Applicant to notify of circumstances that might affect suitability 

1. The licence holder must immediately, by notice in writing, inform the Regulator of: 

(a) any relevant conviction of the licence holder occurring after the commencement of 
this licence; or 

(b) any revocation or suspension of a licence or permit held by the licence holder under 
a law of the Commonwealth, a State or a foreign country, being a law relating to 
the health and safety of people or the environment; or 

(c) any event or circumstances occurring after the commencement of this licence that 
would affect the capacity of the licence holder to meet the conditions in it. 

 
Additional information to be given to the Regulator 

2. The licence holder must inform the Regulator as soon as practicable if he or she: 

(a) becomes aware of additional information as to any risks to the health and safety of 
people, or to the environment, associated with the dealings authorised by the 
licence; or 

(b) becomes aware of any contraventions of the licence by a person covered by the 
licence; or 

(c) becomes aware of any unintended effects of the dealings authorised by the licence; 
or 

(d) becomes aware of any change in the registration of Orochol vaccine by the 
Therapeutic Goods Administration. 

(Explanatory note: if the Licence holder observes or becomes aware of adverse effects these 
must be immediately reported to the Gene Technology Regulator, who will then vary the 

Licence conditions to protect the health and safety of people and the environment). 
 
People dealing with GMO must allow auditing and monitoring of the dealing 

3. If a person is authorised by this licence to deal with a GMO and a particular condition 
of this licence applies to the dealing by that person, the person must allow the Regulator, or a 
person authorised by the Regulator, to enter premises where the dealing is being undertaken, 
for the purposes of auditing or monitoring the dealing.  

 
Remaining an Accredited organisation 

4. The licence holder must, at all times, remain an accredited organisation in accordance 
with the Act and comply with any conditions of accreditation set out in the OGTR Guidelines 
for Accreditation of Organisations.  
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Annual Report 

5. The licence holder must provide the Regulator with a written report within 90 days of 
each anniversary of this licence containing the following information: 

 (a) reports of any suspected adverse reactions to Orochol vaccine; and 

 (b) the number of doses of Orochol vaccine sold in Australia. 

 

Changes to details 

6. The licence holder must immediately notify the Regulator in writing if any of the 
contact details of the Project Supervisor change. 
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ATTACHMENT A 
DIR No: 033/2002 

*Full Title: Recombinant live oral cholera vaccine (Orochol® vaccine) 

 

Organisation Details 

*Organisation: CSL Limited 

Postal address: 45 Poplar Rd 

 PARKVILLE  VIC  3052 

Phone No: (03) 9389 1292 

 

Project Supervisor Details 

Surname: [Personal Information Redacted] 

First Name: [Personal Information Redacted] 

Title: [Personal Information Redacted] 

Phone No: [Personal Information Redacted] 

Fax: [Personal Information Redacted] 

Email: [Personal Information Redacted] 

Position: [Personal Information Redacted] 

Organisation CSL Limited 

Postal Address: 45 Poplar Rd 

 PARKVILLE  VIC  3052 

 

 

 

 

IBC Details 

IBC Name: IBC 316 (CSL Institutional Biosafety Committee) 
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ATTACHMENT B 
 

GMOs Description 
*Parent Organism(s) Common Name: Cholera bacterium 

*Parent Organism(s) Scientific Name: Vibrio cholerae 

*GMO details: 

The following GMO may be released and used for the purposes of the commercial release: 
 

GMO Description 

Vibrio cholerae CVD 
103-HgR 

Attenuation by removal of the 
cholera A toxin gene  

Mercury resistant  
 
Modified Trait(s) 

*Category: Attenuation and mercury resistance 

*Description: The GM bacterium has been modified so that they are unable to produce 
the cholera toxin and therefore cannot cause the disease, and to be tolerant 
to toxic divalent mercury. 

Gene(s) Responsible for Conferring the Modified Trait(s): 

Attenuation 

94% of the gene encoding the A subunit of the cholera toxin has been deleted from both 
chromosomal copies of the cholera toxin operon. 

Mercury resistance 
A 400 base pair segment of DNA was excised from the haemolysin (hlyA) gene and replaced 
with the mercury resistance operon from Shigella flexneri. 

 

 

 

 

 

 

 

 

 

 

 

 

*Information that must be included in the Record of GM Products and GMOs Dealings. 
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