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1.
PREAMBLE

The Institutional Biosafety Committee (IBC) is a Committee of the Vice-Chancellor and operates under the following terms of reference:

1.1.
To undertake assessment and review of research proposals, to identify any potential biohazard which may arise in the course of research as a consequence of any type of experiment or manipulation which:

1.1.1. May result in the liberation or creation of novel types of nucleic acid with 

the capacity to multiply or spread to involve man, animals, or plants; or



1.1.2.
Involves hazardous micro-organisms or potentially tumorigenic viruses; or



1.1.3.
Involves the use of known or suspected teratogens and carcinogens.

1.2.
To assess the actual and potential risks involved in the light of the intrinsic nature of the experiments, the competence of the personnel and the security of the laboratory facilities.

1.3.
In accordance with the relevant guidelines issued by the Commonwealth Government’s Office of the Gene Technology Regulator, to determine containment and procedures for experimental work under its purview, and for the housing, storage and transportation of genetically manipulated organisms.

1.4.
To inspect and certify PC2 facilities before they are used for genetic manipulation work.  At least annual inspections of these facilities shall be undertaken.

1.5.
To advise research workers and their Heads of Schools of any perceived dangers and to prescribe conditions under which the research may proceed or to forbid it altogether unless or until the Committee is satisfied that the work should begin or continue.

1.6.
To co-operate with research – granting agencies and with any Committees on biohazards which may be established at a national level in supplying information and enforcing all conditions they may lay down for the execution of research conducted under their authority.

1.7.
To collect and disseminate information on biohazards to relevant authorities.

1.8.
The IBC will be reviewed every five years.
2.
MEMBERSHIP

All members of the IBC shall have knowledge and expertise which is appropriate to the functions of the IBC.

The IBC shall comprise a minimum of 6 people and include people with skills and experience in at least one of the following fields:
· Testing biological safety facilities and equipment (for example, a biocontainment engineer);

· Biological safety;

· Microbiology; and

· Molecular biology or genetics.
The IBC shall include at least one layperson.

The IBC shall comprise members with expertise relevant to the work undertaken within the University.
If the University is also undertaking work involving the intentional release of a Genetically Modified Organism (GMO) into the environment, then the IBC shall include a person with experience in an area or areas relevant to the intentional release of the GMO into the environment (e.g. agronomist, ecologist etc).

The IBC shall comprise a minimum of 6 people.

A member of the IBC must be appointed as Chair of the IBC.

Expertise of members:

· The IBC may comprise as many members as the University considers necessary to enable proper examination of the types of dealings with GMOs undertaken within the University.  There is no upper limit on the number of members that may be appointed.

· It is expected that the IBC will be comprised of people with expertise relevant to the types of dealings with GMOs undertaken by the organisation.

· It is expected that if an IBC does not have the appropriated expertise to deal with a particular application, then the IBC will invite an expert member or members to assist with the assessment of the application.

· Changes to membership of an IBC should be notified to the Regulator once per year, provided the core membership (detailed in the conditions above) is maintained.  Organisations must however, notify the Regulator of the appointment of a new Chair or Secretary with 14 days of the appointment.  No notification is required for an acting Chair or Secretary while the permanent member is temporarily absent.  The Regulator need not be advised about expert advisors during the process of accreditation.

Roles of various IBC members

· Roles and responsibilities may be combined and undertaken by one person where appropriate.

· Chair of the IBC – the Chair of the IBC should be of sufficient standing within the University for the IBC’s advice to be effectively implemented.  The Chair of the IBC should have a close working relationship with the Vice-Chancellor of the University, as it is the University that maintains ultimate legal responsibility for the safe conduct of dealings with a GMO within the University.

· Role of the layperson – while scientists are not explicitly excluded from this role, it is expected that they layperson would be from outside the University.  Further, it is expected that they would not be directly involved in gene technology.  It is expected that one of the valuable ways that the layperson will contribute to the work of the IBC is by providing some independent input into the processes adopted by the IBC.

· Biological Safety Officer – while it is not a condition that the IBC must include a Biological Safety Officer (BSO), it is expected that one of the members of the IBC would take on the responsibilities of a BSO.  The BSO should be adequately trained and be able to offer advice on, or participate in, training of new staff or laboratory personnel.

Composition

The membership of the Committee is as follows:

· Chair

· Secretary

· Biocontainment engineer (or similar, for equipment testing)

· Biological safety officer

· Microbiologist

· Molecular biologist or geneticist

· Layperson

· Executive Officer

2.1.

Appointment of Chairperson and Deputy Chairperson

· The Chairperson shall be appointed by the Vice-Chancellor of the University.

· A Deputy Chairperson shall be elected by the Committee from its members.

2.2.
Appointment of Members



Members are appointed by the Vice-Chancellor for a period of two years.  Normally, half the positions will fall vacant annually.

3.
INDEMNITY

The University shall cover members for any costs arising as the result of a legal action against individual members, as a result of the work that they undertake in good faith as an IBC member (providing assistance to the University and researchers with the University and information to the Regulator).  However, it is not expected that such insurance would cover members who have acted negligently, or outside the parameters of the Regulator’s Guidelines or any guidelines of the University.

4.
CONFLICT OF INTEREST

A member of the IBC who is aware of having a direct or indirect interest, pecuniary or otherwise, in a matter being considered, or about to be considered, at a meeting of the IBC must disclose the nature of the interest at, or before, the meeting of the IBC.  The member must not be present during any deliberation of the Committee about the matter, except to give information as requested by the IBC or take part in any decision of the IBC about the matters.  This disclosure must be recorded in the minutes of the IBC meeting.

5.
MAINTENANCE OF REGISTER AND DOCUMENTING PERSONNEL

The University will be responsible for putting systems in place for appropriate record keeping of dealings with GMOs, as detailed above.  In many cases, the organisation may choose to utilise the IBC to assist in the performance of these functions.  However, the organisation will ultimately be responsible for ensuring compliance with these conditions.

6.
DEVELOPMENT OF INTERNAL OPERATING PROCEDURES AND APPROPRIATE STAFF TRAINING

Internal operating procedures will be developed to ensure that personnel are aware of their responsibilities and that work with GMOs is conducted safely.

7.
MEETINGS OF THE IBC

The IBC shall meet as required.  At least one meeting shall be held each year.
8.
INSPECTION OF FACILITIES

An appropriately qualified member of the IBC shall, on behalf of the University, perform the following functions in relation to containment facilities:
· Inspect all of the University’s containment facilities, against the Regulator’s requirements for containment, at least once per year.

· Inspect new PC2 facilities (for which certification from the Regulator is sought).

The University shall:

· In relation to existing facilities, provide a copy of the IBC member’s report to the Regulator regarding compliance with the Regulator’s conditions of certification, as part of the Accredited Organisation’s annual report to the Regulator; and

· In relation to applications for new PC2 facilities (for which certification is sought), provide a copy of the IBC member’s report to the Regulator regarding compliance with the Regulator’s criteria for certification.

9.
MONITORING COMPLIANCE WITH CONDITIONS OF ACCREDITATION

The Regulator will use a variety of tools to monitor compliance including:
· Auditing written reports provided by the licence holder;

· Routine monitoring (undertaken by the Regulator or his/her monitoring staff);

· On the spot monitoring (that is unannounced by the Regulator); and

· Inspections where there is a possibility of a breach of the legislation and the Regulator needs to collect evidentiary material).

· It is a condition of all licences that the Regulator must be allowed to enter premises where the dealing is being undertaken for the purposes of auditing or monitoring.

10.
REPORTING REQUIREMENT

To report to the Vice-Chancellor through the Deputy Vice-Chancellor (Academic & Research).
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