
  

 

Investigator Initiated  

Research Pathway  

(Low and Negligible Risk) 

 

 

ROM review of any 
Research Agreement  

ROM to review any 
budgetary / resource 

requirements 

PI & CRSS address HREC 
queries 

Clinical Research Start-Up 
Specialist (CRSS) submits 
to public / private Human 

Research Ethics 
Committee (HREC) 

CRSS receives Approval 
from HREC 

Final Research Agreement 
sent to Site, ROM & PI for 

Authorisation 

Minuted at ICC Research 
Committee as Research 

Governance Office (RGO) 
Approval 

CRSS sends executed 
Agreement, HREC & RGO 

approval to PI & ROM 

Clinical Start Up Lead / PI 
plans Site Initiation 
Meeting for Study 

Activation 

PI & ROM to further refine 
Protocol & Resources 

Discussion at relevant ICC 
 Research Committee 

Endorsed by 
Committee 

Decline 

Interested? 

ROM & PI revise multi-site 
version of Protocol 

Concept developed by Site Principal 
Investigator (PI) and presented to Site 

Manager / Medical Director 

Feasible Decline 

PI to forward to Research Operations 
Manager (ROM) to gain interest from 

other Investigators via email 

Yes 

Yes 

NOT FEASIBLE  

Study Activated 

NOT ENDORSED  


