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STANDARDS TO BE MET
1. Approvals Process — Investigator led studies.
In order to obtain authorisation, researchers must have completed steps 1 — 6 below:
Step | Phase Actions Required
1 Service Consultation e Consult your local Head of Department /
Service Leaders to ensure appropriateness of
study / confirm resources available.
¢ Nurses undertaking a research topic as part of
post graduate study must also have their
research project endorsed by the Director of
Nursing.
2 Maori Consultation e Undertake Maori Consultation as per local
process
3 Ethics Review e Proceed with relevant Health and Disability
Ethics Committee (HDEC) or Institutional
Ethics Committee review if required.
4 Research Office Review e Complete the Research Locality Approval
Application
e Submit application to the Research Office for
Review
5 Chief Operating Officer e Research Office organises COO review and
(COO0) Approval final authorisation
6 Notification e Research Office advise applicant of outcome
in writing
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2. Approvals Process — Sponsored Clinical Trials

Approach Clinical Trials Unit or Te Whatu Ora medical practitioner — usually limited information, only high level

to gauge interest

'

If a medical practitioner is interested, a Confidentiality agreement is signed and further information and
feasibility guestionnaire is sent to the medical practitioner / Clinical Trials Unit

!

Feasibility is reviewed. Key questions are:
# |5 there still medical practitioner interest?
= Can we fulfil the requirements? Number of patients / logistics of procedures?

!

If information provided to Sponsor meets threshold, a site selection visit is held

,

Site Selection Visit - this involves the sponsor coming to the Clinical Trials Unit and meeting with the medical
practitioner / Research Manager and / or Research Nurse. Depending on complexity of study, either the Clinical
Trials Pharmacist is invited, or Pharmacy visited. Pathlab is also visited. If Radiology is required, the sponsor

may wish to visit Bay Radioclogy

Notification of selection

If the sponsor wishes to proceed and all questions from all parties have been answered, Pharmacy, PathLab and

Bay Radiclogy are advised

Sponsor is requested to provide detailed information of requirements which is sent to the relevant department
50 a quote can be prepared. The Research Manager then negotiates with the sponsor to ensure that this is
covered. Both Te Whatu Ora Hauora a Toi Bay of Plenty Pharmacy and PathLab provide formal quotes for

Service

Y

Budget and contract negotiations ta

ke place with the Research Manager

Concurrently, the study will apply for Ethics approval. It is a requirement that a "Locality™ approval is obtained.
This is to ensure that the Te Whatu Ora Hauora a Toi Bay of Plenty is able to undertake the research and is
signed by the Chief Operating Officer. As noted above, Te Whatu Ora Hauora a Toi Bay of Plenty resources are
reviewed per study and the appropriate departments consulted and negotiated with to ensure they can meet

the study requirements
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