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Use this template to study protocol for [trial/procedure] with endpoints and

assessments.
Template Metadata
Field Details
Category Healthcare
Owner [Team or owner]
Version [Version number]
Effective Date [Date]
Review Cycle [Monthly / Quarterly / Annual / Event-based]
Status [Draft / In Review [ Approved]
Study Synopsis

Protocol title, sponsor, phase, indication, study population, design summary, primary endpoint, and

estimated duration in a summary table.

Item Details Owner
[Item or [Describe the relevant detail, evidence, or [Owner]
requirement] decision]
[ltem or [Describe the relevant detail, evidence, or [Owner]
requirement] decision]

Notes
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Status

[Open/
Complete]

[Open/
Complete]
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[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer
comments.]

Background & Rationale

Disease background, unmet medical need, mechanism of action of the investigational product, and
rationale for the study.

Item Details Owner Status

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]
Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer
comments.]

Study Design

Study type (randomized, double-blind, etc.), number of arms, treatment assignment, dosing
regimen, visit schedule overview, and study duration.

Item Details Owner Status

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]
Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer
comments.]

Eligibility Criteria
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Inclusion and exclusion criteria as numbered lists. Be specific about age ranges, lab values, and
washout periods.

Item Details Owner Status

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]
Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer
comments.]

Study Endpoints

Primary, secondary, and exploratory endpoints with definitions and measurement methods.

Item Details Owner Status

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]
Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer
comments.]

Schedule of Assessments

Table showing visits vs. procedures/assessments with timing windows.

Item Details Owner Status
[Item or [Describe the relevant detail, evidence, or [Owner] [Open/
requirement] decision] Complete]
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Item Details Owner Status

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]
Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer
comments.]

Statistical Considerations

Sample size calculation, analysis populations, and primary analysis method.

Item Details Owner Status

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]
Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer
comments.]

Safety Reporting

Adverse event definitions, grading scale, reporting timelines, and DSMB oversight. Use Markdown
tables for the synopsis, schedule, and eligibility criteria. Include protocol identifiers and version

numbers.
Item Details Owner Status
[Item or [Describe the relevant detail, evidence, or [Owner] [Open/
requirement] decision] Complete]
[Item or [Describe the relevant detail, evidence, or [Owner] [Open/
requirement] decision] Complete]
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Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer

comments.]

Review and Signoff

Document review conclusions, approvals, unresolved items, and next review date.

Role Name

Preparer [Name]
Reviewer [Name]
Approver [Name]
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