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Research Protocol

For studies involving a retrospective analysis of data already collected 
This template is a generic guide. There may be sections that are not applicable to your study. These can be deleted as required. You can also add sections you require. 

A Protocol is a detailed document that describes ALL aspects of your study. Please note that this is in addition to the WAHEAF or WASM + HREA to ensure that all ethical requirements in the National Statement are fulfilled.


The HREC reviews studies in line with the National Statement on Conduct in Ethical Research and the ICH Guideline for Good Clinical Practice. You are encouraged to reference these where appropriate to support your study elements. 
· If you are seeking to collect and analyse data WITHOUT consent – please address section 2.3.10 of the National Statement in section 4.5

· If you are seeking to collect and analyse data WITH consent e.g. using data collected from a previous study – please provide evidence that parents/guardian and/or participants have consented to the use of this data for future research purposes 

Expected attachments:

· Data collection tool / spreadsheet

DELETE all Instructional and irrelevant customised font before submission – including this page. Insert the version number and date in every footer.
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	1 Project Details

	Protocol/Research Project Title
	

	Protocol Number (Version and Date)
	

	Amendment 

(Number and Date)
	

	Project Start Date
	
	Project Finish Date
	

	Coordinating Principal Investigator (CPI) 
	

	Sponsor 
	


Ethics Statement:

The study will be conducted in accordance with the NHMRC National Statement on Ethical Conduct in Human Research (2023) (Link to National Statement) , the ICH Guidance on Good Clinical Practice (Link to ICH Guidelines) and consistent with the principles that have their origin in the Declaration of Helsinki. Compliance with these standards provides assurance that the rights, safety and well-being of research participants are respected. 

	2 Background & Rationale


Background

Provide a summary of findings from previous research projects, relevant to this proposed study. 

Include references to literature and data that are relevant to the project. List references separately at the end of the protocol.

Rationale

State clearly why this study is important to conduct and what it is hoped to achieve based on the information provided in the background.

	3 Project Objectives 


Outline the project aims and objectives or research questions.
	4 Project Design


Source and Selection of Participant Data
Describe the study group(s) (the people whose data will be used) and the dates from which data will be extracted (start and stop dates), e.g., All patients who presented to PCH ED between date & date and who were presented with abdominal pain. 

List all the variables that will be collected for analysis (this can be a separate document).
Participant inclusion criteria.
List the key features of the target population. If there is more than target population group, do this for each group separately.

Participant exclusion criteria.

List the key features that must be excluded from the study. 

Data Collection

Specify the source (locations, databases) of records to be reviewed, how the records will be identified and who will identify records to be reviewed. Will data entry be manual, electronic or both? How will ambiguous or conflicting data be resolved?
Request for a waiver of consent 
(Delete this section if it does not apply – i.e. the data is collected with consent)
Confirmation that this research meets the following conditions for a waiver of consent according to National Statement 2.3.10. Refer to the CAHS Waiver of Consent guideline for assistance and provide a detailed description for each of the following points.

We are not seeking consent for collection and use of this data and seek a waiver of consent according to the National Statement section 2.3.10 as follows:
a) involvement in the research carries no more than low risk to participants 

b) the benefits from the research justify any risks of harm associated with not seeking consent 

c) it is impracticable to obtain consent (e.g, due to the quantity, age or accessibility of records) 

d) there is no known or likely reason for thinking that participants would not have consented if they had been asked 

e) there is sufficient protection of their privacy 

f) there is an adequate plan to protect the confidentiality of data 

g) in case the results have significance for the participants' welfare there is, where practicable, a plan for making information arising from the research available to them (for example, via a disease-specific website or regional news media) 

h) the possibility of commercial exploitation of derivatives of the data or tissue will not deprive the participants of any financial benefits to which they would be entitled 

i) the waiver is not prohibited by State, federal, or international law.

	5 Data Analysis 


Data Analysis

Describe how the collected data will be analysed to achieve the aims/answer the research questions.

CAHS staff can seek advice from CAHS.ResearchDevelopment@health.wa.gov.au
Sample Size and Study Power
Document the reason for choice of sample size, including reflections on (or calculations of) the power of the project and clinical justification. The level of significance to be used. It is recommended you consult with a biostatistician for advice.
	6 Data Management and Record Keeping


Data Management during the study
Provide details for how the research data collected for this study will be managed during the study. Include details: site location, security measures, format, identifiable/de-identified/re-identifiable, accessibility, duration, transfer to another site required, archiving / deletion or future use. 

Data Management at completion 
Provide details for how the research data collected for this study will be retained at completion of study. Include details: site location, security measures, format, identifiable/de-identified/re-identifiable, accessibility, duration, transfer to another site required, archiving / deletion or future use. In clinical trials in the paediatric population, research data must be retained for at least 15 years post-completion or until the youngest participant turns 25 years of age, whichever is later.

For further information refer to NHMRC Management of Data and Information in Research (2019) and Western Australian University Sector Disposal Authority (2022)
	7 Dissemination of Research Outcomes


Feedback to participants
Provide details for how the outcomes of this research will be disseminated to participants and their families.

Public dissemination of research outcomes
Provide details for how the outcomes of this research will be disseminated more broadly in order to contribute to scholarly knowledge.
	8 References


A list of articles from the literature pertinent to the evaluation of the project.

	9 Appendices 


List all appendices and attach them separately in RGS.
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