FDA Template Instructions

	~ # Pages (*May vary depending on study design.)
	Section
	Instructions

	1
	Title Page
	List protocol title, principal investigator and contact information, sub-investigator(s) (list all) and contact information (if applicable), medical monitor and contact information, laboratory(ies) to be used and address (list all), and location(s) of study.

	1
	Table of Contents
	List each section of the protocol, its description, and include page numbers for each section.  List any attachments or appendices.

	1
	Abbreviations
	Define any abbreviations used in the body of the protocol.  List any particular or peculiar terms and their definitions as it pertains to the study.  List any measurement units used in the study.

	0.5
	Protocol Summary
	Provide a brief synopsis of what the study is about.

	1-3
	Background and Rationale
	Establish the significance of the topic to be researched and provide conceptual framework for addressing the hypothesis(es).  Justify proposed methods for intervention and assessment.  Include a statement placing the study in the context of the development or proposed use of the test article. 

	0.25
	Test Article
	Provide a brief description of the investigational product/device.  If applicable, include information on formula/strength, route of administration, dosing schedule, and manufacturer/make/model (devices).

	0.5
	Hypothesis(es) and Specific Aims
	Propose a hypothesis(es) that can be tested using a primary outcome measure.  Identify any additional specific aims of the study relevant to the hypothesis(es).  

	1-2
	Trial Design
	Provide information about the overall study design.  Include treatment arms, level of blinding (i.e. single-blind, double-blind, open label), controls (i.e. placebo, standard of care, no treatment), and study configuration (i.e. parallel, crossover).  Include a flowchart or schedule of time and events if possible for additional clarity.

	1-2
	Study Population
	Define the subject population to be used in the study.  Provide inclusion and exclusion criteria as well as the number of subjects to be enrolled.  Describe your recruitment plans and method for removing/replacing subjects.

	2
	Investigational Plan
	Describe the overall plan to conduct the study.  Include methods for blinding and randomization (if applicable), treatments/interventions to be administered, and the sequence and duration of all study periods.  Consider using a grid, flowchart, or schema to provide a simplified view of the study plan.  Consider including standard language, which can be modified to meet the circumstances of your study, to describe the informed consent process (see template).

	0.25
	Risks and Benefits
	Describe any potential benefits and risks to subjects participating in the study.  Be sure to include the potential loss of confidentiality as a risk.  Include subject injury language (see template) if applicable and amend language so that it applies to your your specific study.

	1
	Efficacy Assessments
	Provide a description and validation of the primary endpoint(s) (i.e. responses/changes from baseline over time in relation to clinical trial events).  Provide a description and validation of any secondary endpoints following from clinical trial events.  Any definitions used to characterize an outcome should be explained.  

	0.5
	Safety Assessments
	Describe safety tracking plans, plans for interim data monitoring, and stoppage rules.  Identify any special committees (i.e. DSMB) that will be involved in making safety assessments.  Provide details for how adverse events, serious adverse events, and/or unanticipated adverse device effects will be captured and reported (see template for suggested language).  Include the sponsor monitoring plan and any IRB issues/requirements specific to subject safety.

	2
	Data Handling and Record Keeping
	Provide information on the method(s) for data collection and specify data collection tools.  Address confidentiality, de-identification of data, data storage, and security measures.  Consider using recommended language (can be modified to meet the circumstances of your study) in regards to data storage and security (see template).

	0.5-1
	Statistical Plan
	Describe all planned analyses, comparisons, and statistical tests to be used in the study.  Identify any subgroups that will undergo separate analyses.  Include sample size, potential reasons for excluding data, and information on specified circumstances for study termination.  Provide information on the frequency and nature of any planned interim analyses. 

	0.25
	Ethics
	Consider including suggested language (see template).

	0.25
	Quality Control/ Quality Assurance
	Describe any Quality Assurance or Quality Control systems to be used.  If such systems are not pertinent to your study, please indicate that as well.

	0.25
	Study Registration and Publication
	Provide information on the planned dissemination of data.  Include plans for publications, presentations, and website registration (i.e. www.clinicaltrials.gov).

	as needed
	References
	Provide a list of all references relative to the study.

	as needed
	Appendices
	Include all supporting documents to be used in the study (i.e. case report forms, surveys, questionnaires, advertisements, flyers).
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