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List of Abbreviations
[Complete list of abbreviations used in the protocol to be listed and defined]
	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


Study Synopsis

	Title: 
	

	Sponsor:
	

	Study Number:
	

	Study Phase:
	

	Indication:
	

	Primary Objective:
	

	Secondary Objective
	

	Rationale:
	

	Study Design:
	

	Sample size (by treatment group):
	

	Inclusion Criteria:
	

	Exclusion Criteria:
	

	Investigational Product:
	

	Dosage Regimen / Duration of Treatment:
	

	Concomitant Therapy:
	

	Control Group:
	

	Study Endpoints (primary and secondary)
	

	Total Number of Study Centres 
	

	Statistical Methods:
	


Schedule of Observations and Procedures

[Complete list of procedures and visit schedule to be included]
	Visit:
	Screening
	Visit 1
	Visit 2
	Visit 3...
	Follow Up
	Early Termination

	Day(s):
	
	
	
	
	
	

	Week(s):
	
	
	
	
	
	

	Informed Consent
	X
	
	
	
	
	

	Inclusion /Exclusion Criteria
	X
	X
	X
	X
	
	

	Medical History
	X
	X
	X
	X
	X
	X

	Physical Exam
	X
	
	
	
	
	

	Vital Signs

	X
	X
	X
	X
	X
	X

	Laboratory Tests
	X
	X
	X
	X
	X
	

	Pregnancy Test
	
	X
	X
	X
	
	

	Concomitant Medications
	X
	X
	X
	X
	X
	X

	Adverse Events
	
	X
	X
	X
	X
	X


1. STUDY OBJECTIVES
1.1. Primary Objective

[Provide details of the study’s primary objective]

1.2. Secondary Objectives

[Provide details of the study’s secondary objectives]

2. INTRODUCTION
2.1. Background 

[Include background on study indication, current treatments, investigational products, risks and benefits, previous studies]

2.2. Study Design and Rationale

[Provide details on  research question and hypothesis]

3. PATIENT POPULATION
[Detail process for participant selection, enrolment/randomisation as applicable.  Include any specific testing which will be required to confirm eligibility]
3.1. Sample Size

[Provide total sample size for the study, including the treatment arm ratio]
3.2. Inclusion Criteria

[Include complete list of inclusion criteria]

3.3. Exclusion Criteria

[Include complete list of exclusion criteria]

3.4. Withdrawal Criteria

[Provide criteria for early termination if applicable]

4. STUDY PROCEDURES 
[Provide details on study procedures, include all assessments which will be performed at each visit, when IP will be dispensed and returned, all examinations and laboratory tests to be performed.

4.1. Duration of Treatment

4.2. Follow up

[Provide details on the period for which participants will be followed after they complete or are withdrawn from the study]

5. STUDY TREATMENT

5.1. Investigational Treatments

[Provide details of treatment arms and process for allocation

Provide details of IP, including, dosage, route of administration, instructions for administration

Provide details of any control arm]
5.2. Dose Modification

[Provide details for modification of IP dose if applicable eg: in case of toxicity etc]

5.3. Blinding, Packaging, and Labelling

[Provide details on packaging, who will provide the IP (Sponsor), storage requirements etc]

[Provide details on the amount of IP which will be provided to the Investigational site, and how this will be done.  

Provide details on labelling.]

5.4. Accountability of Investigational Products

[Provide details of accountability] 

5.5. Prior and Concomitant Medications

[Provide details of known interactions, any excluded medications, process for recording of concomitant medications]

6. PHARMACOVIGILANCE
The definitions of an adverse event (AE) and a serious adverse event (SAE) are described in Section 6.1.  During the course of the study, all AEs (including SAEs), regardless of relatedness to the study drug, will be recorded on the adverse event page of the CRF.  Recording should be done in a concise manner using standard, acceptable medical terms.  The AEs recorded should not be a procedure or a clinical measurement, ie: vital signs, but should reflect the diagnosis based on the abnormal measurement.  Relevant diagnosis, signs, and symptoms associated with significant laboratory changes should be recorded as an AE.  Surgical interventions which are planned prior to study enrolment should not be considered as Adverse Events.

In the event of an SAE, a Serious Adverse Event Form must be completed and provided to the co-ordinating centre [insert name of co-ordinating centre] by the Investigator or designated study coordinator within 24 hours of observing or being informed of the event.  Detailed instructions for recording of adverse events will be included in the appropriate pages of the CRF.  The recording and reporting of an SAE are described below.

6.1. Definitions

ADVERSE EVENT (AE) 

Any untoward medical occurrence in a patient or clinical investigation subject administered a pharmaceutical product and that does not necessarily have a causal relationship with this treatment.  An AE can therefore be any unfavourable and unintended sign (including an abnormal laboratory finding), symptom, or disease temporally associated with the use of a medicinal (investigational) product, whether or not related to the medicinal (investigational) product.

SERIOUS ADVERSE EVENT (SAE)
Any event that suggests a significant hazard, contraindication, side effect, or precaution, whether or not it is considered to be associated with the trial product.  
An SAE is any event that meets any of the following criteria:

· Results in death;

· Is life-threatening;

· Requires inpatient hospitalization or prolongation of existing hospitalization;

· Results in persistent or significant disability/incapacity; 

· Is a congenital anomaly/birth defect;

· Other important medical events that based upon appropriate medical judgment are thought to jeopardize the patient or subject and/or require medical or surgical intervention to prevent one of the outcomes defining a serious adverse event.
AN UNEXPECTED ADVERSE EVENT 
Any experience not previously reported (in nature, severity or incidence) in the current Investigator’s Brochure.

6.2. Classification of Adverse Events

Severity

For this study, the severity of an adverse event will be rated according to the following definitions:
Mild
[Provide a definition of mild AE for the study]
Moderate

[Provide a definition of moderate AE for the study]
Severe
[Provide a definition of severe AE for the study]
Relationship to Study Drug

The assignment of causality for each AE should be made by the investigator responsible for the care of the participant based on the definitions in the table below.
	Relationship
	Description

	Unrelated
	Sufficient information exists to indicate that the aetiology is unrelated to the study drug.

	Unlikely
	When there is no reasonable temporal association between the study drug and the suspected adverse event.  The event could have been related to the patient’s clinical state or concomitant treatment(s).

	Possible
	There is some evidence to suggest a causal relationship (e.g. because the event occurs within a reasonable time after administration of the trial medication).  However, the influence of other factors may have contributed to the event (e.g. the participant’s clinical condition, other concomitant treatments).

	Definitely
	There is clear evidence to suggest a causal relationship, based on: temporal relationship to the administration of IP;

known or response pattern of the suspected IP;

improvement of the event after de-challenge or dosage reduction of the IP;

the event reappears after repeated exposure (re-challenge)

	Not assessable
	When causality is, for one reason or another not accessible, e.g. because of insufficient evidence, conflicting data or poor documentation


6.3. Reporting Adverse Events

[Define the AE reporting requirements for the study, including the follow up period for the reporting of SAEs following study completion/termination.]
6.4. Emergency Procedures

[Define the process for emergency procedures, including unblinding of study treatment, relevant emergency contact personnel, emergency treatment as applicable.]
7. Statistical Methods
[Provide information on the sample size calculation, planned data analysis and statistical plan.]

8. REGULATORY CONSIDERATIONS
8.1. Participant Consent
The nature of the study, known side effects and risks will be explained to the subjects in a written document (Participant Information Sheet) and verbally.  

The Investigator will obtain written informed consent from each participant prior to participation in the study, in accordance with International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH) Good Clinical Practice (GCP) Guidelines, Declaration of Helsinki 2000, and any local regulatory requirements
8.2. Ethical Review
Prior to the commencement of the study, the protocol and any amendment(s), Informed Consent form, information sheet (if applicable), participant advertisements (if applicable), and Investigator's Brochure will be submitted to Human Research Ethics Committee (HREC) and a copy of the written approval will be provided to the Research Unit.  
The approval will refer to the study by title, protocol number and version date and will provide details of the documents reviewed by the HREC.  
During the course of the study, the Investigator is required to submit to the HREC the following:  amendments to the protocol, serious and unexpected adverse events and the outcome, specific site updates as agreed to by the Investigator and respective HREC, and any additional information (e.g., unexpected serious adverse events reported by other investigative sites, amendments to the Investigator Brochure, and administrative changes to the protocol) to be provided to the HREC.

At the end of the study, the Investigator is required to inform the HREC in writing that the study has ended and no further activities regarding this protocol will be conducted at the site.  

The Investigator will perform the above responsibilities in accordance with the Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95) annotated with TGA comments and the NHMRC National Statement on Ethical Conduct in Human Research, 2007. 
8.3. Sponsor

[Provide details of any study sponsor if applicable, including any source of funding for the study.]
9. Study Administration

9.1. Protocol Deviations

[Describe the process to be followed for protocol deviations]

9.2. Monitoring and Auditing
[Describe the study management including details about study monitoring (who is responsible and approx frequency).  Detail the possibility of audits and inspections]
9.3. Study Documentation and Records Retention
EXAMPLE TEXT: 

The Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95) annotated with TGA comments requires study documentation to be retained for a minimum of 15 years.  Participant files and other essential documents (study protocol, signed informed consent forms, IP dispensing logs, correspondence, and other documents pertaining to the conduct of the study) must be kept for the maximum period permitted by the research institute in accordance with these requirements.
Should the Investigator wish to assign the study documentation to another party or move to another location, the trial Co-ordinating Centre/ Study Sponsor should be notified.
10. Publication and Use of Study Findings
[Describe in detail the allowable use of study findings and the publication policy.]
11. References
[Provide a complete reference list]

12. List of Appendices

[List all appendices]
� Blood pressure, resting heart rate, etc
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