TrialHub In action

Allowing patients to participate in clinical trials closer to home
AlfredHealth
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Delegation of Responsibilities

Primary Site Pl - Overall responsibility for the conduct of the trial

Satellite site Al - As delegated™ for the satellite site only

Primary site Research team - mentoring of satellite site staff and
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Positive Progress

National compendium of Standard Operating Procedures
Standard templates for CTRAS, indemnities
Acknowledgement templates - sponsor, Pl and satellite sites
Awareness of the program: Sponsors, Pls and study teams
Master Supervision plan (WG )

Improved systems —IP distribution, data, IVRS

Using a shared Document sharing system

Scheduled Start up meetings and agendas

Trial progress meetings

Fees and charges guidelines
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Case study

5 sponsors, 5 HRECSs, 1 Primary site, 4 satellite sites:

Study 5 _ . _
Commercial Metro — regional 7 months -SupeI‘VISIon plan -
Study 4 , | 7 months -consent templates
Collaborative group Metro — regional
Sl Collaborative group Metro — regional 5 months_ no issues
Study 2 Collaborati Met t
ollaborative group Metro — metro ; . .
5 months minor Subcontracts/indemnity(PP)
Study 1 Commeycial Metro — Tgs. — phase 1 3 WeekS' no issues
0] 1 2 3 4 5 6 7 8
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Work still to be done

 Jurisdictional interpretation of submission requirements
« Variation in templates (PICF)

 Clarification of sponsor roles and responsibilities

* Formal education and training of all teams

« Position descriptions

« Workload for the primary site

» Metrics reporting and access to ATP funding schemes
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