RWH RESEARCH PROTOCOL INSTRUCTIONS
These instructions provide information regarding the RESEARCH PROTOCOL COVER SHEET. Its purpose is to describe in detail the study design and methodology for the research project. This should comprise a complete description of the research protocol, including complete details on how you intend to recruit participants. 

ALL APPLICATIONS MUST INCLUDE A COMPLETED COVER SHEET AND A TECHNICAL RESEARCH PROTOCOL. If an application for research funding has been submitted to NHMRC or other peer reviewed research bodies, that technical research protocol may be used. If the number of co-operating division / departments and associate investigators exceeds the space provided, add an additional page. 

Cooperating Divisions and Departments 
To be signed by the Head of every Department and Division that may be asked to contribute to or cooperate with the Research. Remember to pre-arrange access to equipment and other facilities. 

Research Protocol 
A detailed description of the protocol methodology is required. This should expand on the Proposal Description of the project given in HREA (Human Research Ethics Application).
The research protocol is normally a stand-alone document. It is free-form to allow flexibility for a wide variety of protocol styles, but the protocol should include but not be limited to full explanation of the following: 

1.
methodology for all experiments, procedures or research tools to be used 

2.
methods for participant recruitment 

3.
what study groups will be used and is there a control group? 

4.
are participants to be randomized, if so how? 

5.
how many participants in each group, how many in total, at this institution and any others involved 

6.
is the study is open or blinded and which staff will be blinded if appropriate 

· All pages must be numbered and dated. 

· All abbreviations and highly specialized terminology must be defined 

· All references cited must be listed according to standard scientific bibliographic conventions:- e.g.: Authors, Year, Title, Journal, Issue, Pages 

Statistical Aspects 

Protocol design for participant numbers should have the power to obtain conclusive results. Projects where the sample size is too small to produce statistically valid conclusions may be considered as pilot studies only. Similarly, protocols should not use excessively large number of participants so as to waste human and financial resources. Research projects comparing two (2) or more study groups/treatments must include details of statistical analysis and a justification for the proposed sample size. 

Adequate technical assistance regarding study power and other sample size issues should be sought where necessary. 

Review of Research proposal by the Research Committee 
The Research Committee reviewer may liaise with you should the application require clarification. You may be requested to attend the Research Committee meeting. If so, you will be contacted by the Secretary.
