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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, update 2018) and the Note for Guidance on Good Clinical Practice (CPMP/ICH-135/95) as adopted in Australia. 
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	[bookmark: _Toc398027465][bookmark: _Toc398027503]Abbreviation
	Term

	
	

	
	

	
	




[bookmark: _Toc34664786][bookmark: _Toc136332308]STUDY MANAGEMENT 
[bookmark: _Toc136332309]Principal Investigator

[Insert text – see comments for guidance]	Comment by Shari Emerton: Please include the name and title of the investigator who is responsible for conducting the research including address and telephone number(s). The Principal Investigator should not be a student as the PI is responsible for the overall ethical conduct of the study. 


[bookmark: _Toc136332310]Associate Investigators

[Insert text – see comments for guidance]	Comment by Shari Emerton: Please include the name and title of the investigator(s) who is (are) responsible for conducting the research including email address, work address and telephone number(s). 


[bookmark: _Toc136332311]Statistician

[Insert text – see comments for guidance]	Comment by Shari Emerton: Please include the name and title, address and telephone number(s) if applicable. 


[bookmark: _Toc136332312]Internal Trial Committees

[Insert text]

[bookmark: _Toc136332313]Independent Safety and Data Monitoring Committee

[Insert text – see comments for guidance]	Comment by Shari Emerton: If applicable, describe the membership and responsibilities – refer to the ‘National Statement’ for information regarding Data Safety Monitoring Boards.


[bookmark: _Toc136332314]Sponsor

[Insert text – see comments for guidance]	Comment by Shari Emerton: If applicable, describe the membership and responsibilities – refer to the ‘National Statement’ for information regarding Data Safety Monitoring Boards.


[bookmark: _Toc136332315]Funding and resources

[Insert text – see comments for guidance]	Comment by Shari Emerton: If applicable, describe the membership and responsibilities – refer to the ‘National Statement’ for information regarding Data Safety Monitoring Boards.


[bookmark: _Toc398027466][bookmark: _Toc398027504][bookmark: _Toc34664787][bookmark: _Toc136332316]INTRODUCTION AND BACKGROUND
[bookmark: _Toc136332317]Background Information
[bookmark: _Toc398027467][bookmark: _Toc398027505]
[Insert text – see comments for guidance]	Comment by Shari Emerton: 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.


[bookmark: _Toc136332318]Research Question 

[Insert text – see comments for guidance]	Comment by Shari Emerton: Clearly state the question(s) the study intends to answer. 

[bookmark: _Toc398027468][bookmark: _Toc398027506]	
[bookmark: _Toc136332319]Rationale for Current Study

[Insert text – see comments for guidance]	Comment by Shari Emerton: 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. 


[bookmark: _Toc398027507][bookmark: _Toc34664788][bookmark: _Toc136332320]STUDY OBJECTIVES 

[bookmark: _Toc136332321]Primary Objective

[Insert text – see comments for guidance]	Comment by Shari Emerton: 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 excess childhood asthma in Istanbul.


[bookmark: _Toc136332322]Secondary Objectives

[bookmark: _Toc398027469][bookmark: _Toc398027508][bookmark: _Toc34664789][bookmark: _Toc136332323]STUDY DESIGN
[bookmark: _Toc136332324]Type of Study
. 
[Insert text – see comments for guidance]	Comment by Shari Emerton: For example a randomised control trial, qualitative study, case control study, retrospective data analysis etc

[bookmark: _Toc136332325]Describe the Study Design  

[Insert text – see comments for guidance]	Comment by Shari Emerton: The scientific integrity of the study and the credibility of the study data depend substantially on the study design and methodology. The methodology section is the most important part of the protocol. It should 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 design of the study should include information on the type of study, the research population or the sampling frame, and who can take part (e.g. inclusion and exclusion criteria, withdrawal criteria etc.), and the expected duration of the study.


[bookmark: _Toc136332326]Standard of Care procedures 	Comment by Shari Emerton: Please delete if no standard of care procedures are involved.

[Insert text – see comments for guidance]	Comment by Shari Emerton: If applicable, please provide detail of any standard of care procedures which form part of this research project. Please also provide detail of any additional procedures to the standard of care. Please also comment on the risks associated with any additional procedures to standard of care.


[bookmark: _Toc136332327]Number of Participants at each study site

[Insert text – see comments for guidance]	Comment by Shari Emerton: 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. 


[bookmark: _Toc136332328]Expected Duration of Study

[Insert text – see comments for guidance]	Comment by Shari Emerton: 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 


[bookmark: _Toc136332329]Primary and Secondary Outcome Measures

[Insert text – see comments for guidance]	Comment by Shari Emerton: 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. 


[bookmark: _Toc398027470][bookmark: _Toc398027509][bookmark: _Toc34664790][bookmark: _Toc136332330]STUDY TREATMENTS	Comment by IM&T: Delete this section if it is N/A
[bookmark: _Toc398027471][bookmark: _Toc398027510][bookmark: _Toc136332331][bookmark: _Toc398027472][bookmark: _Toc398027511]Treatment Arms

5.1.1 Description
[bookmark: _Toc398027473][bookmark: _Toc398027512] 
[Insert text]

5.1.2 Dosage and Route of Administration

[Insert text]

5.1.3 Dose modification 

[Insert text]

[bookmark: _Toc398027474][bookmark: _Toc398027513][bookmark: _Toc136332332]Preparation and administration of study drug

[Insert text]

[bookmark: _Toc136332333]Dispensing and Product Accountability

[Insert text]

[bookmark: _Toc398027475][bookmark: _Toc398027514][bookmark: _Toc136332334]Measurement of participant compliance

[Insert text]

[bookmark: _Toc398027476][bookmark: _Toc398027515][bookmark: _Toc136332335]Excluded medications and treatments

[Insert text]

[bookmark: _Toc398027477][bookmark: _Toc398027516][bookmark: _Toc34664791][bookmark: _Toc136332336]PARTICIPANT ENROLLMENT AND RANDOMISATION	Comment by IM&T: Delete the parts of this section that are N/A
[bookmark: _Toc136332337]Recruitment

[Insert text – see comments for guidance]	Comment by Shari Emerton: Explain how potential participants will be identified for the study and where. For record review, explain how records will be identified. 
Examples include the following:
review of databases (please identify the database and the custodian)
review of outpatient clinic files, Emergency Department admissions, inpatients (please include who will be reviewing the notes e.g. research coordinator) 
advertisements (include where the advertisement will be e.g. newspaper, poster in outpatients area or hospital foyer, radio announcements)
Information Letter to Medical practitioners 
Explain how potential participants will be screened for the study.


[bookmark: _Toc136332338]Eligibility Criteria

6.2.1 Inclusion Criteria

[Insert text – see comments for guidance]	Comment by Shari Emerton: List each criterion, for example, gender, age range, weight, height, disease status, laboratory parameters Willingness to give written or oral informed consent, (delete either written or oral as appropriate) and willingness to comply with the study. 


6.2.2 Exclusion Criteria

[Insert text – see comments for guidance]	Comment by Shari Emerton: List each criterion, eg: 
Women lactating, pregnant or of childbearing potential who are not willing to avoid pregnancy during the study
Patients with a history of xxx disease(s) that is (are) likely to interfere with the metabolism or excretion of the test medication
Patients who had an investigational new drug within the last xx days /weeks
Patients with a history of psychological illness or condition such as to interfere with the patient’s ability to understand the requirements of the study. 
Patients with xxx disease that is likely to interfere with the evaluation of the patient’s safety and of the study outcome. 
List the prohibited concomitant medications.


[bookmark: _Toc398027478][bookmark: _Toc398027517][bookmark: _Toc136332339]Informed Consent Process

[Insert text – see comments for guidance.]	Comment by Merissa Barden: Explain the process and how the process will be documented and whether there are any site specific requirements (ie. in NSW, clinical trials require review by the Guardianship Tribunal in order for delegation of consent)
If the study does not involve obtaining consent, you must justify why not, with reference to the National Statement, section 2.3. If you are intending to apply for a Waiver of Consent, please first get in contact with the Research Office.

[Either Informed Consent or Waiver of Consent (below) will be applicable to your study] 
[bookmark: _Toc136332340]Waiver of Consent 

[Insert text – see comments for guidance. Delete this section if not applicable]	Comment by Merissa Barden: A waiver of consent is sought when it is impracticable to gain participant consent to use identifiable data in research.  To grant a waiver of consent the HREC must be satisfied that the following (a) to (i) have been adequately addressed by the researcher. Please respond to the following (a) to (i), in complete sentences and include at 6.3 above that a waiver of consent will be sought instead of informed consent given impracticalities.
Before deciding to waive the requirement for consent (other than in the case of research aiming to expose illegal activity), an HREC or other review body must be satisfied that:
involvement in the research carries no more than low risk (see the National Statement paragraphs 2.1.6 and 2.1.7, page 18) to participants
the benefits from the research justify any risks of harm associated with not seeking consent
it is impracticable to obtain consent (for example, due to the quantity, age or accessibility of records) 
there is no known or likely reason for thinking that participants would not have consented if they had been asked
there is sufficient protection of their privacy
there is an adequate plan to protect the confidentiality of data
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)
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
the waiver is not prohibited by State, federal, or international law.
(source: National Statement on Ethical Conduct in Human Research (2007) - Updated 2018, NHMRC)


a) involvement in the research carries no more than low risk (see paragraphs 2.1.6 and 2.1.7, page 18) to participants

[Response required]

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

[Response required]

c) it is impracticable to obtain consent (for example, due to the quantity, age or accessibility of records) 

[Response required]

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

[Response required]

e) there is sufficient protection of their privacy

[Response required]

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

[Response required]

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)

[Response required]

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

[Response required]

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

[Response required]


1. Please provide additional information regarding how the use and disclosure of personal health information in this project is reasonably necessary for research in the public interest.	Comment by Merissa Barden: Please also address the below four points in your protocol and the HREA. In addition to addressing them in your study documents, also copy and paste the below points to your response letter and advise of the sections in your protocol/HREA in which the below was addressed (for example ‘Protocol, Section X.x Storage of information, pg. YY’ or ‘HREA Question XX.x’):


[Response required]

2. Please confirm that reasonable steps 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. (please make clear that the data will be de-identified after collection.

[Response required]

3. Please provide additional justification for the use and disclosure of this information without patient consent. (with reference to the National Statement and Statutory Guidelines). Please ensure that all of the points in the national statement (2.3.10) are addressed with regard to your project.

[Response required]

4. Please confirm that information which could reasonably be expected to identify individuals will not be published in a generally available publication. (Please just make this statement in your protocol and HREA).

[Response required]


[bookmark: _Toc136332341]Enrolment and Randomisation Procedures	Comment by Daniela Von Hieber: Please remove if not applicable

[Insert text – see comments for guidance]	Comment by Shari Emerton: Explain how a potential participant will be enrolled into the study 
An example: The participant will be enrolled into the study after the informed consent process has been completed and the participant has met all inclusion criteria and none of the exclusion criteria.  The participant will receive a study enrolment number and this will be documented in the participant’s medical record and on all study documents. 

 
[bookmark: _Toc136332342]Blinding Arrangements

[Insert text – see comments for guidance]	Comment by Shari Emerton: As relevant, provide information on how the study will be blinded. Provide a description of stopping rules for individuals, for part of the study or entire study, the procedures and conditions for breaking the codes etc. should also be described.


[bookmark: _Toc136332343]Breaking of the Study Blind

6.7.1 On Study

[Insert text – see comments for guidance]	Comment by Shari Emerton: What are the possible circumstances for early termination of the study and how will this be managed i.e. who is responsible for what aspect in the process of terminating the study (informing participants, correspondence to HREC, compiling a final study report, unbinding if applicable).	


6.7.2 Following Completion of the Study

[Insert text – see comments for guidance]
[bookmark: _Toc34665107][bookmark: _Toc34665185][bookmark: _Toc34665497]
[bookmark: _Toc136332344]Participant Withdrawal

6.8.1 Reasons for withdrawal

[Insert text – see comments for guidance]	Comment by Shari Emerton: What are the possible circumstances for early termination of the study and how will this be managed i.e. who is responsible for what aspect in the process of terminating the study (informing participants, correspondence to HREC, compiling a final study report, unbinding if applicable).	


6.8.2 Handling of withdrawals and losses to follow-up

[Insert text]

6.8.3 Replacements

[Insert text]

[bookmark: _Toc136332345]Trial Closure 

[Insert text] 

[bookmark: _Toc136332346]Continuation of therapy

[Insert text] 





[bookmark: _Toc398027479][bookmark: _Toc398027518][bookmark: _Toc34664792][bookmark: _Toc136332347]STUDY VISITS AND PROCEDURES SCHEDULE	Comment by IM&T: You should tailor this section to the study type. For example, for a record review there will not be any study visits. 
[bookmark: _Toc398027480][bookmark: _Toc398027519]
Study Flow Chart
Diagram of the study design (example below)

Enrolment

		
Randomisation

Treatment Phase
(e.g. 12 weeks)

Group A 					Group B
Include all study visits and all study procedures conducted at each visit.  This information can also be displayed in a table.
Example below
	List Interventions
	Enrolment Visit
	Visit 1
	Visit 2
	Visit 3
	Final Study Visit

	Informed Consent
	
	
	
	
	

	Inclusion / Exclusion critieria
	
	
	
	
	

	Physical examination
	
	
	
	
	

	CXR
	
	
	
	
	

	Adverse Event & Serious Adverse Event Assessment
	
	
	
	
	

	

	
	
	
	
	



[Insert text – see comments for guidance]	Comment by Shari Emerton: If a study procedure is not performed as per normal practice, please outline how the procedure will be performed for this study.

[bookmark: _Toc398027481][bookmark: _Toc398027520][bookmark: _Toc34664793][bookmark: _Toc136332348]CLINICAL AND LABORATORY ASSESSMENTS 

[Insert text]


[bookmark: _Toc398027482][bookmark: _Toc398027521][bookmark: _Toc34664794][bookmark: _Toc136332349]ADVERSE EVENT REPORTING

[Insert text – see comments for guidance]	Comment by Shari Emerton: Adverse event reporting for clinical trials involving therapeutic products, must meet the requirements of the National Health and Medical Research Council, Australian Health Ethics Committee (AHEC) Position Statement “Monitoring and reporting of safety for clinical trials involving therapeutic products” (May 2009), which can be found at: 
https://www.nhmrc.gov.au/guidelines-publications/e112  


[bookmark: _Toc398027483][bookmark: _Toc398027522][bookmark: _Toc136332350]Definitions	Comment by IM&T: Delete parts which are not applicable

[Insert text – see comments for guidance]

Adverse event
An adverse event for medicines is also referred to as an adverse experience, any untoward medical occurrence in a patient or clinical investigation participant administered a pharmaceutical product and which does not necessarily have a causal relationship with this treatment. 
An adverse event can therefore be any unfavourable and unintended sign, symptom, or disease temporally associated with the use of a medicinal (investigational) product, whether or not related to the medicinal (investigational) product.

Devices Events
An adverse event for devices is any undesirable clinical occurrence in a participant whether it is considered to be device related or not, that includes a clinical sign, symptom or condition and/or an observation of an unintended technical performance or performance outcome of the device.
For devices is any adverse medical occurrence that:
· led to a death;
· led to a serious deterioration in health of a patient user or other. This would include:
· a life threatening illness or injury;
· a permanent impairment of body function or permanent damage to a body
· structure;
· a condition requiring hospitalisation or increased length of existing hospitalisation;
· a condition requiring unnecessary medical or surgical intervention; or
· foetal distress, foetal death or a congenital abnormality/birth defect;
· might have led to death or a serious deterioration in health had suitable action or intervention not taken place. 
· This includes: a malfunction of a device such that it has to be modified or temporarily/permanently taken out of service; or a factor (a deterioration in characteristics or performance) found on examination of the device.
	
[bookmark: _Toc136332351]Assessment and Documentation of Adverse Events 

[Insert text]

[bookmark: _Toc398027484][bookmark: _Toc398027523][bookmark: _Toc136332352]Eliciting Adverse Event Information

[Insert text]

[bookmark: _Toc398027485][bookmark: _Toc398027524][bookmark: _Toc136332353]Serious Adverse Event Reporting

9.4.1 SAEs

[Insert text – see comments for guidance]	Comment by Shari Emerton: Serious adverse event (SAE):
An unforeseen medical event that occurs in the course of clinical research that:
results in participant death 
is life-threatening to the participant 
requires the inpatient hospitalisation or prolongation of existing hospitalisation for the participant leads to the participant having a persistent or significant disability/incapacity.
For medicines, also referred to as serious adverse drug reaction, any untoward medical occurrence that at any dose:
results in death;
is life-threatening;
requires in-patient hospitalisation or prolongation of existing hospitalisation;
results in persistent or significant disability/incapacity;
is a congenital anomaly/birth defect; or
is a medically important event or reaction.
NOTE: The term 'life-threatening' in the definition of 'serious' refers to an event in
Which the patient was at risk of death at the time of the event; it does not refer to an
event/reaction which hypothetically might have caused death if it were more severe.


[bookmark: _Toc398027486][bookmark: _Toc398027525]9.4.2 SUSARs

[Insert text – see comments for guidance]	Comment by Shari Emerton: Suspected Unexpected Serious Adverse Reaction (SUSAR)
All adverse events that are suspected to be related to an investigational medicinal product and that are both unexpected and serious are considered to be SUSARs.
A serious adverse event for which there is some degree of probability that the event is an adverse reaction to the administered drug and the adverse reaction is unexpected.
Serious event NOT outlined in the study protocol or information sheet.


[bookmark: _Toc136332354]Specific Safety Considerations (e.g. Radiation, Toxicity)

[Insert text – see comments for guidance]	Comment by Shari Emerton: Radiation risks outlined in the Code of Practice from the Australian Radiation Protection and Nuclear Safety Agency (ARPANSA) must be followed for all Exposure of Humans to Ionizing Radiation for Research Purposes.  (Available at www.arpansa.gov.au/Publications/codes/rps8.cfm
The following should be detailed:
Why the participants are exposed to ionizing radiation.
The number of participants to be exposed.
The precautions to be taken to keep exposure to a minimum
The exposure to radiation needs to be addressed with a formal Radiation Safety Report. 


[bookmark: _Toc398027487][bookmark: _Toc398027526][bookmark: _Toc34664795][bookmark: _Toc136332355] STATISTICAL METHODS	Comment by IM&T: You should include details here, even if you only plan to do basic descriptive statistics. 

[bookmark: _Toc398027488][bookmark: _Toc398027527][bookmark: _Toc136332356]Sample Size Estimation

[Insert text – see comments for guidance]

[bookmark: _Toc398027489][bookmark: _Toc398027528][bookmark: _Toc136332357]Population to be analysed

[Insert text – see comments for guidance]

[bookmark: _Toc398027490][bookmark: _Toc398027529][bookmark: _Toc136332358]Statistical Analysis Plan 

[Insert text – see comments for guidance]	Comment by Shari Emerton: 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.

[bookmark: _Toc398027491][bookmark: _Toc398027530][bookmark: _Toc136332359]Interim Analyses 

[Insert text – see comments for guidance]

[bookmark: _Toc398027492][bookmark: _Toc398027531][bookmark: _Toc34664796][bookmark: _Toc136332360] DATA MANAGEMENT

[bookmark: _Toc136332361]Data Collection 

[Insert text – see comments for guidance]

[bookmark: _Toc136332362]Data Storage and Study Record Retention

[Insert text – see comments for guidance]	Comment by Shari Emerton: Outline where and how the data or database will be stored. Describe all procedures for handling data, how data are coded, who has access to the source data and database, by whom the key to the code is safeguarded, which steps will be taken to ensure data security, and how the participants’ privacy is protected, such as de-identification.


Please delete clauses that do not apply to your project: 

1. [As per the general data storage requirements for research, data will be stored for 5 years following publication] OR
2. [As per clinical trial data storage requirements, the data will be stored for 15 years post publication.] OR 
3. [As the research relates to gene therapy, data will be stored permanently] OR 
4. [As the research relates to community work, cultural or historical value the data will be stored permanently].

[bookmark: _Toc136332363]Data Confidentiality 

[Insert text – see comments for guidance]	Comment by Shari Emerton: 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 records will be identifiable, re-identifiable (ie. coded), or de-identified/anonymised NB: De-identified data is data that can never be linked back to the participant. Coded data is NOT de-identified.  


[bookmark: _Toc136332364]Participant reimbursement

[Insert text – see comments for guidance]	Comment by Shari Emerton: Details of participant reimbursement, if any.


[bookmark: _Toc136332365]Financial disclosure and conflicts of interest

[Insert text – see comments for guidance]	Comment by Shari Emerton: Details of any conflicts of interest and how they will be addressed.

[bookmark: _Toc398027494][bookmark: _Toc398027533][bookmark: _Toc34664797][bookmark: _Toc398027495][bookmark: _Toc398027534][bookmark: _Toc34664798][bookmark: _Toc136332366] USE OF DATA AND PUBLICATIONS POLICY

[Insert text – see comments for guidance]	Comment by Shari Emerton: 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.

[bookmark: _Toc136332367] REFERENCES

[Insert text – see comments for guidance]	Comment by Shari Emerton: This is the bibliography section for any information cited in the protocol. 
List MUST INCLUDE: national and international guidelines on the conduct of research in humans (eg National Statement).

[bookmark: _Toc398027496][bookmark: _Toc398027535][bookmark: _Toc34664799][bookmark: _Toc136332368] APPENDICES
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