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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 – 3 below: 
 

Step Phase Actions Required 

1 Local Consultation  Consult your local Head of Department to 
ensure appropriateness of study / confirm 
resources available 

2 Approval Process  Complete the BOPDHB Research Review 
Committee Application Form  

 Email to Research Proposal Co-ordinator  

 Maori Consultation also required as 
per 1TUGuidelines U1T 

 Proceed with relevant Health and Disability 
Ethics Committee (HDEC) if required. 

 Online Forms Account required to complete 
HDEC application: 1TUwww.ethicsform.org.nzU1T 

 If HDEC application done - electronic Locality 
Authorisation to be performed by Head of 
Clinical School. 

3 Ongoing Requirements  An email indicating approval to commence 
research activities will be sent once all 
relevant approvals and documentation has 
been received by the Research Proposal  
Co-ordinator. 

 
 
  

http://www.bopdhb.govt.nz/media/57563/bopdhb-maori-consultation-guidelines-v40-22sep2014.pdf
http://www.ethicsform.org.nz/


 RESEARCH – APPROVALS PROCESS 
Policy 2.1.7 
Protocol 2 

RESEARCH 
PROTOCOL 

 

Issue Date: Nov 2016 
Review Date: Nov 2019 

Page 2 of 2 
Version No:  1 

NOTE: The electronic version of 
this document is the most current.  
Any printed copy cannot be 
assumed to be the current version. 

Protocol Steward:  Research 
Manager, Clinical School 

Authorised by:  Head of Clinical 
School 

 

2. Approvals Process – Sponsored Clinical Trials 

Approach Clinical Trials Unit or DHB 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 questionnaire is sent to the medical practitioner / Clinical Trials Unit

Feasibility is reviewed.  Key questions are:
 Is 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 Radiology

Notification of selection
If the sponsor wishes to proceed and all questions from all parties have been answered, Pharmacy, Pathlab and 

Bay Radiology are advised

Sponsor is requested to provide detailed information of requirements which is sent to the relevant department 
so a quote can be prepared.  The Research Manager then negotiates with the sponsor to ensure that this is 

covered.  Both BOPDHB Pharmacy and Pathlab provide formal quotes for service

Concurrently, the study will apply for Ethics approval.  It is a requirement that a “Locality” approval is obtained.  
This is to ensure that the DHB is able to undertake the research and is signed by the Chief Operating Officer and 

Chief Executive Officer (CEO) delegate.  As noted above, DHB resources are reviewed per study and the 
appropriate departments consulted and negotiated with to ensure they can meet the study requirements

Budget and contract negotiations take place with the Research Manager

 
 
ASSOCIATED DOCUMENTS 

 1TUBay of Plenty District Health Board policy 2.1.7 Research U1T 

 1TUBay of Plenty District Health Board policy 2.1.7 protocol 1 Research – Standards and 
ResponsibilitiesU1T 


