STUDY TITLE


CONFIDENTIAL

This document is confidential and the property of  __________	Comment by Monique Macara (South Eastern Sydney LHD): Usually the employer of the protocol author (e.g. Local Health District). Please contact the Research Office if you require guidance around ownership.
No part of it may be transmitted, reproduced, published, or used without prior written authorisation from the Institution.

STATEMENT OF COMPLIANCE
This document is a protocol for a clinical research study. The study will be conducted in compliance with all stipulations of this protocol, the conditions of ethics committee approval, the NHMRC National Statement on Ethical Conduct in Human Research (2007) and the Note for Guidance on Good Clinical Practice (CPMP/ICH-135/95)

IMPORTANT NOTES: 
· Please ensure you have engaged all persons relevant to your project including heads of department of all related departments. This can significantly reduce delays throughout the approval process.
· Please note that the HREC approval process can take a number of months. Please allow plenty of time.
· This template is to be used as a guide and will need to be modified to suit your study. Not all sections may apply.
· Please contact the Research Ethics Manager for guidance on ethical issues specific to your research.
· Information provided in the HREA must be consistent with the protocol.
· Please remove guidance text prior to submission (Red and highlighted text)
· Please complete the Ethics Checklist on the SESLHD Research Office website, and submit with your application.
· Submissions must be made via REGIS. Please see https://regis.health.nsw.gov.au/how-to/ 
· Research cannot commence until both HREC approval and site / SSA authorisation are in place. Please contact the Research Office at your study sites if this is unclear.


PROTOCOL SYNOPSIS

	Title 
	

	Objectives

	Primary:
Secondary:

	Study Design
	

	Study sites
	

	Planned Sample Size
	

	Selection Criteria
	

	Study Procedures
	

	Statistical Procedures

	Sample Size Calculation:
Analysis Plan:

	Duration of the study
	



1 Study Management 
1.1 Coordinating Principal Investigator
The coordinating principal investigator is; 
a) In relation to a clinical trial conducted at a single trial site, the investigator1 for that site; or 
b) In relation to a clinical trial conducted at more than one trial site, the health professional, whether or not he or she is an investigator at any particular site, who takes primary responsibility for the conduct of the trial.
More info in link below
https://www.medicalresearch.nsw.gov.au/app/uploads/2018/04/ACTJWG-resp-investigator.pdf

• Position
• Designation
• Institutional Email Address 
• Phone
• Address
• Roles and responsibilities relevant to this research


1.2 Principal Investigator/s
The principal investigator (PI) is the person responsible, individually or a leader of the researchers at a site, for the conduct of a trial at that site. In a single centre trial, the principal investigator may also be the coordinating principal investigator.
If the research is multi-site, please include all investigators across all sites.
• Position
• Designation
• Institutional Email Address 
• Phone
• Address
• Roles and responsibilities relevant to this research

1.3 Associate Investigator/s
• Position
• Designation
• Institutional Email Address 
• Phone
• Address
• Roles and responsibilities relevant to this research

1.4 Statistician (if applicable)
Please include the name and title, address and telephone number(s).
1.1 Sponsor
The study sponsor is not necessarily the same as the funding body. 
 The sponsor is the company, institution or organisation that takes overall responsibility for the conduct of the trial and usually initiates, organises and supports the clinical trial. The sponsor usually owns the study protocol and study data. 
Queries regarding sponsorship should be directed to the Research Office at your institution. 

1.2 Funding and resources
Please explain all sources of funding/resources for this project, including in kind support. 
Please note that a budget document will likely be required as part of your site specific application (SSA) for any NSW Health sites.
2. INTRODUCTION AND BACKGROUND 
Please see National Statement on Ethical Conduct in Human Research – Chapter 3
2.1  	Background Information
Include information based on literature review and investigators’ experiences, brief history of the disease including prognostic factors. All references must be listed at the back of the protocol.
2.2 	Research Question 
Clearly state the question the study intends to answer (e.g. ‘In infants born prematurely, compared to those born at full term, what is the lifetime prevalence of sensory deafness?').
2.3  	Rationale for Current Study
The rationale specifies the reasons for conducting the research in light of current knowledge. It should include a well-documented statement of the need/problem that is the basis of the project, the cause of this problem and its possible solutions. It is the equivalent to the introduction in a research paper and it puts the proposal in context. It should answer the question of why and what: why the research needs to be done and what will be its relevance. 
3 STUDY OBJECTIVES 
3.1 Primary Objective
3.2 Secondary Objectives
Your research question needs to be further refined into one or more study objectives. The study objective(s) should be single and quantifiable statement(s) that will allow you to answer your research question. Objectives should be simple, specific, and stated in advance (e.g. to determine if socioeconomic status is associated with childhood asthma in Istanbul).
4. STUDY DESIGN
4.1 Type of Study
Please provide a description of your study type, e.g. a randomised control trial, qualitative study, mixed methods, case control study, retrospective record review etc. 
4.2 Study Design 
The scientific integrity of the study and the credibility of the study data depend substantially on the study design and methodology. Please include detailed information on the interventions to be made, procedures to be used, measurements to be taken, observations to be made, laboratory investigations to be done etc. The methods should be linked to the study objectives/aims.
4.3 Number of Participants
Please state how many participants are to be included. If the study does not involve active human participation, please specify data from how many individuals is expected to be collected/ used.

4.4 Study sites
Enter all study sites and the expected number of participants at each site.
If the study involves a number of sites, do all of the sites perform the same procedures? State any specific requirements. 
4.5 Expected Duration of Study
Expected start and stop date
Include the expected time period for the recruitment phase of the study 
Include the expected time period for the follow up phase of the study 
4.6 Primary and Secondary Outcome Measures
The primary outcome should be the most important and clinically relevant outcome (e.g. clinical, psychological, economic, or other) of the study. This is the measure used to answer your study aim. It is also the outcome used to calculate study sample size and power (e.g. caesarean/no caesarean; blood loss ≥500mL/blood loss <500mL; weight – kg; pain - mild, moderate, severe; time to event (e.g. survival); and counts (e.g. number of infections). 
Secondary outcome(s) are measures of additional or less important research interest. They may include additional clinical, psychological, economic, or safety outcomes (e.g. treatment related side effects/adverse events). However, as these endpoints are not used to calculate study power and sample size it is often not possible to draw robust conclusions from the results. 
5. PARTICIPANT ENROLLMENT AND RANDOMISATION	Comment by IM&T: Delete the parts of this section that are N/A
5.1 Recruitment
Explain how potential participants will be identified for the study, where and by whom. 
For record review, explain how records will be identified. 
Explain how potential participants will be screened for the study.
Please see National Statement on Ethical Conduct in Human Research – Chapter 3 – Element 2 (Recruitment)
5.2 Eligibility Criteria
5.2.1 Inclusion Criteria
List each criterion, e.g. gender, age range, disease state, laboratory parameters
5.2.2 Exclusion Criteria
List each criterion, e.g. Women lactating, pregnant or of childbearing potential who are not willing to avoid pregnancy during the study
6. Informed Consent Process
Describe consent procedures. The following fundamental conditions for a valid informed consent should be met for each participant:  Disclosure of relevant information, comprehension of the information provided, voluntary agreement of the participant (free from coercion).                        State who will obtain consent. When obtaining consent, the “arm’s length” principle should be adhered to where possible to reduce potential for coercion.
Please see National Statement on Ethical Conduct in Human Research – Chapter 3 – Element 3 (Consent)

 Waiver of Consent (if applicable) 
Please note that informed consent should be sought from any participants taking part in research. For studies involving patient data (i.e. retrospective record review) per NSW law, consent should be obtained from the patient for the use of identifiable data (access to their medical record) for a secondary purpose (research), unless you can show an HREC that it is impracticable to do so, and have the HREC grant a waiver of consent on the basis of this justification. In order to ensure that this project meets the requirements of the NSW Health Records and Information Privacy Act (2002), you must provide certain information to the HREC for their consideration. Please see the National Statement (section 2.3.10) regarding when an HREC can provide a waiver of consent, and have a look at the Statutory Guidelines for Research (section 4.2) prior to completing this section.

Please ensure the following is provided in this section of the protocol: 
· A statement indicating that a waiver of consent is being sought.
· Information regarding how the use and disclosure of personal health information in this project is reasonably necessary for research in the public interest.
· Please clarify the steps that will be taken to de-identify the information, or if the purpose of the research cannot be served by using or disclosing de-identified information, please provide additional information regarding the steps that will be taken to protect patient confidentiality.
· Detailed information / justification should be provided for the use and disclosure of this information without patient consent. This should be done with reference to the National Statement section 2.3.10 and the Statutory Guidelines for Research (see section 4.2). Please address as many applicable points as possible.
· Please confirm that information which could reasonably be expected to identify individuals will not be published in a generally available publication. 

6.1 Participant Withdrawal
6.1.1 Reasons for withdrawal	Comment by Monique Macara (South Eastern Sydney LHD): Andrew, this was from the template that I modified. Any suggestions on how it can be presented more clearly in light of Kevin’s comment below?
What are the possible circumstances for early termination of the study and how will this be managed		Comment by Kevin Ni (South Eastern Sydney LHD): It is not clearly to me if this is about early termination of the STUDY or participants? The participants can withdraw anytime without giving a reason.
7. STUDY VISITS AND PROCEDURES SCHEDULE
Include all study visits and all study procedures conducted at each visit/time point.  Please clearly define which visits/procedures are standard of care and which are additional ones due to research participation, if applicable. This information can also be displayed in a flow chart or table. 
For a record review describe the process (identification of records, data extraction etc)
8. ADVERSE EVENT REPORTING 
This section may not be applicable if the study does not involve an intervention. However, if your non-interventional study involves contact with participants (for example via survey or interview) or prospective specimen collection, you should have processes in place to manage potential adverse events such as participant distress or any incidental findings with potential ethical issues. These potential adverse events and mitigation processes should be outlined in detail here.
Please see Policy Directive - Safety Monitoring and Reporting for Clinical Trials Conducted in NSW Public Health Organisations regarding reporting of adverse events for trials in NSW.

9. STATISTICAL METHODS
The statistical methods proposed to be used for the analysis of data should be clearly outlined, including reasons for the sample size selected, power of the study, level of significance to be used, procedures for accounting for any missing or spurious data etc. For projects involving qualitative approaches, specify in sufficient detail how the data will be analysed.
Please do not submit an HREC application until your statistical methods are finalised.
9.1 Sample Size Estimation
9.2 Statistical Analysis Plan 
9.3 Interim Analyses (if applicable)

10. [bookmark: _GoBack]DATA MANAGEMENT
Please see National Statement on Ethical Conduct in Human Research – Chapter 3 – Element 4 (Collection, Use and Management of Data and Information)
And Management of Data and Information in Research (NHMRC)
10.1 Data Collection 
Detail all sources of data to be collected, how the data will be collected, and by whom. Please include a list of all data points to be collected (a separate spreadsheet may be provided with your application if the number of points is extensive).
If you are sending data/specimens to an external organisation (outside of your organisation) please list organisation and describe how the transfer will occur.
REDCap (Research Electronic Data Capture) is a secure, web-based data capture and data management software tool designed for research purposes. RedCap is SESLHD HREC’s preferred data management software.  
For SESLHD researchers, RedCap can be accessed via https://redcap.sesi.health.nsw.gov.au/ or by contacting SESLHD-REDCap-admin@health.nsw.gov.au. Data collected by REDCap is stored on SESLHD servers. 

10.2 Data Storage
Outline where and how the data will be securely stored (i.e. RedCap). Describe all procedures for handling data, how data are coded, who will be responsible for the data, who has access to the source data and database, by whom the key to the code is safeguarded (and separately stored), what steps will be taken to ensure data security, and how the participants’ privacy is protected, such as de-identification (more detail to be provided below). If the research is multi-site and data storage methods may differ across sites, please include this detail here.
10.3 Data confidentiality
Explain how participants’ privacy will be protected and how data confidentiality will be maintained during the study, for archiving and storage, and for publication. Specify if data/records will be identifiable, re-identifiable (ie. coded), or de-identified/anonymised.   
Please note that de-identified data is data that can never be re-identified.
With your submission, please include a separate data sheet showing all data points to be collected.
10.4 Study Record Retention
Per Management of Data and Information in Research (NHMRC)
In general, the minimum period for retention of research data is 5 years from the date of publication. However, for any particular case, the period for which the data should be retained should be determined by the specific type of research, subject to any applicable state, territory or national legislation. 
For example: • for short-term research projects that are for assessment purposes only, such as research projects completed by students, retaining research data for 12 months after the completion of the project may be sufficient 
• for most clinical trials, retaining research data for 15 years or more may be necessary
 • for areas such as gene therapy, research data must be retained permanently (e.g. data in the form of patient records) 
• if the work has community, cultural or historical value, research data should be kept permanently, preferably within a national collection.

Please also outline how data will be securely destructed after the retention period has lapsed. 

11. ADMINISTRATIVE ASPECTS
11.1 Independent HREC approval
This study has been approved by the South Eastern Sydney Local Health District HREC 202X/ETHXXXXX:    	Comment by IM&T: This is the number assigned to your ethics application in REGIS
11.2 Amendments to the protocol
Any amendments will be submitted via REGIS for review prior to implementation as per HREC guidelines.
Please see https://regis.health.nsw.gov.au/how-to/ . Go to: Applicants – Quick Reference Guides or Walk through Videos – Ethics Post Approval – Completing and submitting Ethics Amendment
11.3 Participant reimbursement
Details of participant reimbursement, if any.
See National Statement 2.2.10

11.4 Financial disclosure and conflicts of interest
Please state if any.

12. USE OF DATA AND PUBLICATIONS POLICY 
The protocol should specify not only dissemination of results in the scientific media, but also to the community and/ or the participants, and consider dissemination to the policy makers where relevant. Publication policy should be clearly discussed- for example who will take the lead in publication and who will be acknowledged in publications, etc.
 Please also clarify here if the study is for a student’s (including Honours and Postgraduate) project. 
Please see National Statement on Ethical Conduct in Human Research – Chapter 3 – Elements 5 and 6 (Communication of research results to participants and Dissemination of study outcomes)
13. REFERENCES
This is the bibliography section for any information cited in the protocol. 
INCLUDE: guidelines on the conduct of research in humans (eg National Statement).
14. APPENDICES (if applicable)
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