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1. Rationale
Include a brief description of the rationale for the study.  This should include a rationale for the study itself and also for the type of study e.g., placebo-controlled, cross-over, double-blind etc.

2. OBJECTIVE(S)

2.1. Primary Objective
There should be one primary objective for the study.  This should be written clearly.

2.2. Secondary Objective(s)
There may be several secondary objectives.  These should be listed clearly.

2.3. Exploratory Objective(s)

There may be several exploratory objectives.  These should be listed clearly.

3. ENDPOINT(S)

3.1. Primary Endpoint
There should be a single primary endpoint which will enable the primary objective to be met.  Where studies are powered they should be powered on this endpoint.  

On rare occasions the single primary endpoint may be sub-divided e.g., safety and tolerability may be the primary endpoint with adverse events, vital signs, electrocardiogram (ECG) readings and concomitant medications being recorded.  In this situation the study is unlikely to be powered.

3.2. Secondary Endpoint(s)
There may be several secondary endpoints listed.  These should match the secondary objectives and should be listed in the same order. 

3.3. Exploratory Endpoint(s)

There may be several exploratory endpoints listed.  These should match the exploratory objectives and should be listed in the same order. 

4. Study Design

Include a description of the type and design of the study to be conducted (e.g. double-blind, placebo-controlled, parallel design) and a schematic diagram of the study design.  If preferred this diagram may be placed in the appendices. 

Reference should be made to the Time and Events table in Appendix 1.

4.1. Stopping Rules
4.1.1. Study Stopping Rules

Outline situations in which the entire study or a sub-section of the study (e.g., one dosing group) would be halted.  These situations should be outlined in clearly-defined, unambiguous rules.  

Take care over the drafting of these rules as they cannot be “broken” without a protocol amendment.  If the sponsor wishes to have the option of restarting the study following further investigation then the circumstances under which this should occur should be outlined.

4.1.2. Individual Stopping Rules

Outline situations in which a subject could stop dosing or be removed from the study.  These situations should be outlined in clearly-defined, unambiguous rules.  Clarify if the subject must be removed from the study if they stop dosing or if further follow-up is required.

Take care over the drafting of these rules as they cannot be “broken” without a protocol amendment.  If the sponsor wishes to have the option of restarting dosing of the subject following further investigation then the circumstances under which this should occur should be outlined.

5. Study Population

Clarify the number of subjects to be screened, enrolled and dosed in each dosing group and who are expected to complete the study.

6. Study Assessments and Procedures

List the procedures being performed during the study.  Do not list the times at which the procedures should be performed.  Instead, refer the reader to the Time and Events table.  

All endpoints should match a listed procedure.  Procedures which do not meet an endpoint should be removed.

7. Investigational Product(s)

7.1. Dosage and Administration

Give information on the treatment(s) to be administered, including the name(s) of all the product(s), the dose(s), the dosing schedule(s), the route/mode(s) of administration, and the treatment period(s), including the follow-up period(s) for subjects for each Investigational Product treatment/study treatment group/arm of the study.
8. References

If applicable.
9. Appendices provided for study XX

9.1. Appendix 1: Time and Events Table
Insert Time and Events Table
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