Clinical Trials inthe
Private Hospital Setting




The Conception, Birth and Growth
of a Clinical Trials Centre

“The Iabour was shortgthe delivery
hard the result spectacular
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Employs about 2,000 staff and £ Actively committed to fundraising for medical
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accredited referring specialists Research and engaging hospital clinicians in
research
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The Wesley Research Institute is £ Health and Medical Research Centre, supporting

collocated with The Wesley Hospital Investigator Initiated Research, opened in 2009
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Conception

of a Clinical Trials:Centre

(g

Why Conceive?
Is the Ground Fertile?

What are your Parental
Responsibilities?
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£ Benefit to the
Patients/Community

E Benefit to the
Clinicians/Researchers

£ Benefit to the
Hospital
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£ Market Need
E Resources

£ Support

£ Funding

5%

26%

69%

|l Industry Funded ® Non-Industry Funded O Joint Funded |
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Clinical Trials Centre
and Tissue Bank
Completed 2006

The Wesley Research Institute Expansion
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at are your Parental-Responsibilitie

Ethical Legal
Therapeutic Goods Administration (TGA) Medicines Australia
E  Good Clinical Practice (ICKGCPTGA) Z Code of Conduct

Z The Australian Clinical Trial Handbook A Eorm of indemnity

A Clinical trial agreement
National Health and Medical Research Council

F National Statement on Ethical Conduct in Human National Privacy Act 1988
Research 2007

F Australian Code for the Responsible Conduct of
Research

as amended from time to time

State Privacy Act
Declaration of Helsinki Queensland Information Privacy Act 2009

Human Research Ethics Committees
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%Nt are you in for?

How to Set Up a Clinical Trial

Sponsor

Z Protocol

EZ Investigator Brochure
Participant Materials
Drug/Device

Z

Z

F Case Report Forms
E Protocol/site training
Z

Budget/Clinical Trial Agreement
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Ethics

F Sponsor documentation

Z National Ethics Application Form

Z Medicines Australia Clinical Trial Agreement

F Medicines Australia Form of Indemnity

Z Clinical Trial Insurance- Certificate of
Currency

F 1572 and Financial Disclosures (if FDA IND)

Z )1 OAOOECAOI O #6060
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Reviews feasibility of conducting trial
Reviews target population and entry criteria
Identifies appropriate/interested Investigator

Allocates research staff

o To I» Do I»

Ensures proposed budget is adequate (negotiate

with sponsor)
Allocates research staff
Provides required documentation

Ensures required equipment available

o Io I Do

Pharmacy and pathology requirements
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of a Clinical Trials:Centre

Preparation
Delivery
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Governance & Systems
Resources

Business & Professional Relationshiy

$Funds$
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Standard Operating Procedu
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