Section 2. To be completed by the principal investigator

The principal investigator is the person responsible for the conduct of the clinical trial at a trial site. In the case of
a trial being conducted by a team of individuals at the site, the principal investigator is the responsible leader of
the team.

Principal investigator certification
I, the undersigned:
« am the principal investigator at the site shown in section 1.5 of this form;

« agree to personally supervise the clinical trial at this site in accordance with the relevant current protocol(s)
and will only make changes in a protocol after approval by the sponsor;

« have received and read the trial protocol and other relevant information;
» have met or agree to meet all Human Research Ethics Committee conditions of approval for this trial:

« acknowledge my obligations with respect to monitoring patient safety, record management and reporting
requirements for adverse events;

« agree to ensure that all associates, colleagues and employees assisting in the conduct of the trial are informed
of their obligations in meeting the above requirements,

e agree to promptly report to the Human Research Ethics Committee all unanticipated problems and will not
make any changes to the trial without Human Research Ethics Committee and sponsor approval, except
where necessary to eliminate apparent immediate hazards to subject safety,

« agree to conduct the clinical trial(s) in accordance with the Guidelines for Good Clinical Practice as described
in regulation 12AB(2)(a) of the Therapeutic Goods Regulations and the National Statement on Ethical Conduct
in Research Involving Humans as described in regulation 12AD(c) of the Therapeutic Goods Regulations or in
regulation 7.3(2a) of the Therapeutic Goods (Medical Devices) Regulations 2002;

» agree to comply with requests by an authorised officer, whether made before or after the start of a clinical trial,
to give information about the conduct of the clinical trial and allow an authorised officer (regulation 2A of the
Therapeutic Goods Regulations or regulation 10.1 of the Therapeutic Goods (Medical Devices) Regulations
‘ 2002) to do the things mentioned in regulation 12AC and regulation 12AB of the Therapeutic Goods
Regulations or in regulation 7.4 of the Therapeutic Goods (Medical Devices) Regulations 2002; and

« accept that information concerning the use of unregistered therapeutic goods may be released to State and
Territory regulatory authorities.
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