
AKTN Trial Approval Process 

CONCEPT  

PHASE Trial Proposer 

AKTN Operations Secretariat 

Scientific Committee 

Not 

approved for 

development 

Trial proposer submits concept submission form to AKTN 

 

Operations Secretariat (OS) checks to ensure it is ready for 

formal review, and sends to 2 Scientific Committee (SC) or 

independent reviewers, plus a Statistician, for full review 

Completed reviews returned to the AKTN 

 

The trial concept is discussed at the next face-to-face meeting of 

the SC 

 Trial Proposer invited to join the SC meeting via teleconference 

to respond to any additional queries 

Decision by majority vote as to whether to support the full 

development of a trial protocol 

Reviewers 

Trial Proposer 

AKTN Operations Secretariat 

AKTN Operations Secretariat 

De-identified reviewers comments forwarded to the trial 

proposer, and responses sought 

 

Trial Proposer responds to comments and queries and returns 

responses to AKTN 

 

Trial Proposer 

AKTN Operations Secretariat 

Written confirmation of the SC decision forwarded to Trial 

Proposer by the AKTN OS 

 

Trial Management Committee (TMC), 

Role – to develop the full trial protocol for submission to the 

Scientific Committee 

Membership  

 Trial Proposer (chair and primary contact person). The chair is 

responsible for coordination and development of trial protocol 

 Additional members e.g. consumers, primary care, indigenous 

representatives. 

Ex-officio members 

 Representative of the SC 

 Representative of the AKTN OS  

 Biostatistician (from AKTN OS) 

 Project Officer (from AKTN OS) 

DEVELOPMENT  

PHASE 

Concept 

approved for 

development 

Operations Secretariat 

Scientific Committee 

Full Protocol is submitted to the OS by the TMC. Further 

assistance provided by AKTN OS staff to develop protocol to a 

stage where it is ready for review by SC 

Protocol is considered for final approval by the SC at the next SC 

face-to-face meeting 

 

Trial Management Committee 

Please note: for trials seeking endorsement of Trial Concept only, and for facilitated trials with existing 

Full Protocols, only one approvals round is required. 


