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WA HEALTH RESEARCH PROTOCOL

TEMPLATE FOR NONCLINICAL TRIALS

Guidelines

This protocol template is provided as a guide for investigators who do not already have a protocol for their research project. It is a requirement of WA Health that a protocol is submitted with the ethics application.  This template is based on the Therapeutic Goods Administration (TGA) “Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95)” 2000 and the World Health Organisation Recommended format for a Research Protocol. To meet Good Clinical Practice Guidelines the Protocol should contain, but not be restricted to, the information contained within this template.

Projects not classified as Clinical Trials may include recruitment and procedures conducted on human participants, which may or may not involve an intervention, but will generally not involve assessments of the efficacy/safety of drugs or other therapeutic or investigational products (including medical devices). 

Some Heath Service Providers provide access to statistical advice for investigators. Contact the relevant Research Governance Office for further advice; contact details are available on the Research Governance Service website.

This first page is for information only and should be replaced with the cover page of your document, the current title WA HEALTH RESEARCH PROTOCOL TEMPLATE FOR NONCLINICAL TRIALS should be replaced with the name of the project, with the version and date.  These guidelines should be deleted before the document is submitted for review.

The first page foot is separate to the rest of the document, you will have to update page 1 and 2 to update the information in the entire document.  The footer information should be updated with information identifying your protocol and deleting the words WA Health Research Protocol Template for Clinical Trials v1.2 October 2019.

If a section of the protocol template is not required for your project you can delete it and updating the Table of Content will only show the body of the document left.  To update the Table of Content go to the table right click in the table and select Update Field, you can then select to update page numbers only or update the entire table.

These guidelines should be deleted before the document is submitted for review.
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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 Name:
	

	Coordinating Principal Investigator Contact Details:
	

	Sponsor Name (if applicable):
	

	Laboratory Name (if applicable):
	


1.1 Project Summary

Project Summary (less than 300 words) should be written in lay language, avoiding highly technical terms, medical jargon and abbreviations including background, objectives and project plan.
	2 Rationale / Background


Summary of findings from previous projects, relevant to this proposed project.  Include references to literature and data that are relevant to the project and that provide background for the project. List references separately at the end of the protocol.
	3 Project Aims / Objectives / Hypotheses


Detailed description of the specific primary and secondary objectives and the purpose of the project. Describe any hypotheses that will be tested.

	4 Project Design


The scientific integrity of the project and the credibility of the project data depend substantially on the project design and methodology.  

4.1 Project Design
Type (e.g. pilot, qualitative, quantitative) and design (e.g. observational, intervention) of the project to be conducted, including how the objectives (listed in 3.1) will be measured. If applicable, include a schematic diagram of the project design, procedures and stages.

4.2 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). For further information refer to NHMRC National Statement on Ethical Conduct in Human Research 2023
4.3 Participant inclusion criteria.

4.4 Participant exclusion criteria.

4.5 Participant withdrawal criteria 

Participant withdrawal criteria and procedures specifying (if applicable):

(a) when and how to withdraw participants from the project;

(b) the type and timing of the data to be collected for withdrawn participant(s);

(c) whether and how participants are to be replaced; and

(d) the follow-up for participants withdrawn from the project.

4.6 Bias

Measures taken to minimise/avoid bias, including randomisation and blinding.

4.7 Blinding and Randomisation

Maintenance of any blinding records or randomisation codes and procedures for breaking codes.

4.8 Method

Methods to be used for the project, including justifications for interventions, procedures, measurements, observations, laboratory investigations.

4.9 Project Duration/Schedule

Expected duration of the project, and a description of the sequence and duration of all techniques or assessments to be performed, including follow-up (if applicable).

4.10 Project Termination

Criteria for the termination of the project (if applicable).

	5 Treatment of Participants


5.1 Description and justification for treatments, interventions or methods to be utilised

The treatments, interventions or methods to be utilised and the follow-up period for participants for each treatment group/arm of the project.

5.2 Permitted medications/treatments

The medications/treatments permitted (including rescue medication) and not permitted before and/or during the project.

5.3 Monitoring of participant compliance

The procedures for monitoring participant compliance (if applicable).

	6 Assessment of Efficacy


6.1 Outcomes

Specification of the efficacy parameters (if applicable).

6.2 Efficacy assessment

The methods and timing for assessing, recording, and analysing efficacy parameters (if applicable).

	7 Assessment of Safety


7.1 Risks and Benefits

Summary of known and potential risks and benefits (including emotional trauma), if any, to research participants.

7.2 Safety

The procedures for assessing and responding to potential participant safety events.

7.3 Adverse events reporting
The procedures for eliciting reports of and for recording and reporting adverse events. Include definitions of adverse events. For further information on adverse events refer to the TGA The Australian Clinical Trial Handbook 2021 and the NHMRC Safety monitoring and reporting in clinical trials involving therapeutic goods 2016. It is useful to note that even administering a research questionnaire can have adverse effects on participants. 

7.4 Follow-up of Adverse Events

The type and duration of the follow-up of participants after adverse events.

	8 Data Management, Statistical Analysis and Record Keeping


8.1 Statistics and Interim Analysis

Description of the statistical methods to be employed, including timing of any planned interim analysis.

8.2 Sample Size

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.

8.3 Study Power and Significance

The level of significance to be used.

8.4 Statistical plan deviations

Procedures for reporting any deviation(s) from the original statistical plan (any deviation(s) from the original statistical plan should be described and justified in the protocol and/or in the final report, as appropriate). For further information refer to NHMRC Reporting of Serious Breaches of Good Clinical Practice (GCP) or the Protocol for Trials Involving Therapeutic Goods 2018.
8.5 Selection of participants for analyses

If applicable, the selection of participants to be included in the analyses (e.g. all randomised participants, all eligible participants, or all evaluable participants).

8.6 Data Management

Information on how data will be managed, including coding for computer analysis and data handling (collection, storage, maintenance, security and archiving). Include details regarding these processes if the data is sent off-site (e.g. encryption).  For further information refer to NHRMC Management of Data and Information in Research 2019
8.7 Procedure for accounting for missing, unused, and spurious (false) data.
Procedure for accounting for missing, unused, and spurious (false) data.

	9 Monitoring / Audit


9.1 Monitoring, Audit and Regulatory Inspections Statement
Statement that the project investigators/institutions will permit project-related monitoring, audits, and regulatory inspections, providing direct access to source data/documents. This may include, but not limited to, review by external sponsors, Human Research Ethics Committees and institutional governance review bodies. 

9.2 Procedures for Monitoring and auditing
Description of the procedures for monitoring and auditing. The sponsor may nominate the form of monitoring and auditing and will indicate the times of audit visits.

	10 Quality Control And Quality Assurance


10.1 Compliance statement
Statement that the project will be conducted in compliance with the protocol, Good Clinical Practice and the application regulatory requirements.

10.2 Quality control
Quality control & quality assurance measures to ensure quality of data.
	11 Ethics


Description of ethical considerations related to the project with particular reference to participant consent (including Participant Information and Consent Forms or waiver of consent, where relevant). For further information see NHMRC National Statement on Ethical Conduct in Human Research 2023
	12 Budget, Financing, Indemnity And Insurance


Budget, financing, indemnity and insurance, if not addressed in a separate agreement.

	13 Publication 


Publication and dissemination of project results (including any limitations), if not addressed in a separate agreement.

	14 References


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

	15 Appendices 


List all appendices.
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