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Investigator-Initiated Trials

Clinical trials are commonly led by pharmaceutical and biotechnical organisations)
panel of experts and implemented through clinical trial units.

Investigator-initiated trials (IITs) are established and managed by non-pharmaceut
such as dlinicians and researchers working in a health institution. Most IITs are deg
the development of new clinical practice guidelines or compare the effectiveness ¢
treatments.

Effective use of existing structures and governance

In Victoria, 70 per cent of all cancer dinical trials are conducted at either Western
Children's Hospital, the Royal Women's Hospital, Peter MacCallum Cancer Centre,
Melbourne or Austin Health - the clinical members of the VCCC.

These institutions provide a critical mass of successful clinical trial facilities and
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Monitoring Trial Conduct

»  Supporting Content Risk Management

« Guiding principles Resources Data Management
« Covers all stages of trial life cycle Guidelines Budgets
- Reflect current applicable regulatory SOPs Feasibility

: Templates
requirements . Clinical Trial Lifecycle
« User friendly
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Operating Procedures (SOPs)
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Process Flow Diagrams
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E' Clinical Trials Data Management
Life Cycle

This infographic is a useful tool to assist Investigators to
understznd the data management processes that occur
throughout the life cycle of a dlinical trial.

Data management tasks begin during the protocol
development phase and occur throughout all stages of
the trial from clinical trial planning, through trial
conduct/data verification/analysis, dissemination of
results, and into the future with options for data sharing.

Trial close-out | Data management | Trial planning | Trizl
conduct

VIEW ASSET

E' Level 2 Sponsorship Process
with Committee

This approach uses a Sponsarship Committee to approve
requests for institutional sponsorship of investigator-
initiated trials. If the host institution/organisation
conducts high risk trials, it may be appropriate that the
institution's sponsorship approval process include a
spensorship committee to provide an appropriate level of
assurance and adequate risk assessment.

rials-data-management

E' Level 1 Sponsorship with No
Committee

This approach provides a high-level overview of the
processes an organisation can implement in order to
provide a minimum level of assurance and adequate risk
assessment for investigator-initiated trials.

The Principal Investigator applying for institutional
spensorship submits their application, including their
draft protocol, to the institution’s Research Gffice.
Depending on the institution, the application for
sponsorship may be approved before the Investigator
can submit an application for ethical and/or governance
review, or alternatively, ethics review may accur in
parallel with sponsorship review.

Risk | Sponsorship | Trizl planning | Trial conduct
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E| Life Cycle of a Clinical Trial

The Sponsor-Investigator and dlinical trial team, including
co-nvestigators, study coordinators, research nurses,
trial pharmacists and other supporting department staff,
have responsibilities for the delivery of clinical trials that
generate high-quality data in a safe environment.

Itis useful to understand these responzibilities in terms
of the four main stages of 2 dlinical trial: planning and
design, conduct, data analysis and dissemination of
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E| Risk Impact Assessment Matrix

The Risk Impact Assessment Matrix can be used to assign
animpact rating (low, medium, high) to individual risks
identified for a trial.

The matrix uses the consequence of the risk
(insignificant, minor, moderate, major, catastrophic) and
the likelihood of it eccurring, to assign the risk impact.
Any risks considered to have medium or highimpact
should have a mitigation and management plan.

Risk | Sponsorship | Trial planning | Trial conduct
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Institutional Sponsorship and
Approval of Investigator-
Initiated Trials SOP

Describes 3 risk-based approach organisations may use
to determine if they are willing to sponsar an
investigator-initiated trial. Successful applications will be
issued with a Certificate of Sponsorship (signed by a
representative of the committee and the Sponsor-
Investigator) that outlines the tasks that the sponsoring
institution has delegated to the Sponsor-Investieator as a
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2000 Unique page views is the number of
sessions during which the specified
page was viewed at least once.
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