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Research Protocol

Clinical Trial
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. 
For Teletrials Information refer to: https://australianteletrialprogram.com.au/resources/
For Adaptive clinical trials refer to: https://clinicaltrialsalliance.org.au/resource/protocols-and-saps-for-adaptive-trials/ 
Expected attachments:

· Data collection tools

· Participant Information Sheets and Consent Forms

· Advertising material

· Investigator Brochure (IB) or similar
· Data Safety Monitoring Board (DSMB) Charter

· If seeking to use PCH Clinic D – Participant Safety Checklist

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. 
National Clinical Trials Governance Framework:

This protocol is also compliant with the National Clinical Trials Governance Framework which has been designed to support the delivery and integration of high-quality clinical trials service provision into routine hospital care for improved patient outcomes. 

	2 Background & Rationale


Background
Provide a summary of findings from previous research projects, relevant to this proposed clinical trial. 
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 the clinical trial is important to conduct and what it is hoped to achieve based on the information provided in the background.
	3 Project Objectives


Hypothesis
Describe any hypotheses that will be tested. Delete this section if not relevant

Objectives
Clearly describe the objective/s for this clinical trial and describe any hypotheses that will be tested.
Detailed description of the specific primary and secondary objectives if relevant. 

	4 Project Design


Project Design

State the type of clinical trial (e.g. randomised control trial, case control, parallel group, crossover etc) and phase (if applicable). 
Include how the objectives will be measured. 
If applicable, include a schematic diagram or schedule table of the project design, procedures and stages.
Description of investigational product or intervention
Provide a description for what the investigational product, device or intervention is. If there is more than one, separate these out with sub-headings. Include name, brand, dose, form, route of administration, supply, PBS or ARTG listing, product handling etc
Method / Study Procedures
Describe how the study procedures/interventions will be conducted in order to ensure the results are reproducible, who will conduct the procedures/interventions, the time point for when this will be collected and from where. 
Use sub-headings for different comparison groups.
Include details of the tests and procedures to be conducted and the data/variables that will be collected – include a table if possible.
Include details of any applicable follow-up procedures/tests/visits.
Blinding and Randomisation
Describe relevant blinding and randomising procedures. If not relevant, delete this section.
Endpoints
Describe the main result that will be measured at the end of the trial to see if the intervention/s worked. 

Primary endpoint/s are typically efficacy measures that address the main research question. 
Secondary endpoint/s are generally not sufficient to influence decision-making alone, but may support the claim of efficacy by demonstrating additional effects or by supporting a causal mechanism.
	5 Participants


Source and Selection of Participants

Source of participants, datasets or collections - research population, sample size, source, and sampling frame (if possible, split by site if multicentre project). 
Include details for how potential participants will be invited to participate and by whom.
Include screening details if applicable.
Inclusion criteria.

List the key features of the target population. If there is more than target population group, do this for each group separately.

Exclusion criteria.

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

Withdrawal criteria.

Describe the criteria for participant withdrawal. E.g. Any clinical significant adverse event (AE), laboratory abnormality, intercurrent illness, or other medical condition or situation occurs such that continued participation in the study would not be in the best interest of the participant, participants are free to withdraw from the study at any time without giving a reason.

Describe the procedures to be followed when a participant is withdrawn from the study. This should include what happens to all collected data (e.g., blood samples, scans, photos, etc) that have already been collected, if the participant needs to have any follow-up, all administrative requirements to withdraw a participant to ensure their information isn’t inappropriately used after their withdrawal from the study.

Consumer Engagement
In this section clearly describe how consumers were involved in the design of this study and plans for their involvement for the duration of this clinical trial. 

For further information, refer to the National Clinical Trials Governance Framework Standard 2 “Partnering with Consumers”
For CAHS-specific resources, refer to Consumer Engagement (health.wa.gov.au)
	6 Risk and Safety Profile


Risks to participants
List and describe all potential risks to participants.

Management of Risks
Provide a plan to minimise and manage each potential risk.
Potential benefits 
Outline any potential benefits to the participants. If there are no direct benefits to participants, explain the other potential benefits to come from conducting this research.
Safety oversight
Outline the role of the Data Safety and Monitoring Board (DSMB), reporting procedures, interim analyses, trial discontinuation criteria. Refer to NHMRC Data Safety Monitoring Boards (2018) guideline
Safety reporting
Outline the plan for reporting of adverse events. Refer to NHMRC guidelines for safety monitoring and reporting 

	7 Data Analysis Plan


Data Analysis

Describe your plan for how the collected data will be analysed.
CAHS staff can seek advice from CAHS.ResearchDevelopment@health.wa.gov.au  
Sample Size and Study Power
If applicable, the number of participants planned to be enrolled (if possible, including number at each site).  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.
	8 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. 
If applicable, how will biospecimen samples be stored and retained.

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)
	9 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.
	10 References


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

	11 Appendices 


List all appendices and attach them separately in RGS.
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