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GENERAL INFORMATION ABOUT THE

NeuroNEXT NETWORK PROTOCOL SYNOPSIS TEMPLATE (06.11.2013)
The attached document is a template to be used by the NeuroNEXT Protocol Principal Investigator (PPI) and their staff to develop the clinical protocol synopsis for their study.  It is based on the NINDS protocol template available at:  http://www.ninds.nih.gov/research/clinical_research/toolkit/protocoltemplate.pdf 
Below are some guidelines/suggestions for using the template:
1. All drafts and final versions should be version controlled.  Please label all draft versions in footer as decimals (e.g. v0.1, v0.2, etc.).  When a version is final and all changes are accepted, the clean final version is labeled as a whole number (e.g. v1.0, 2.0, etc.).  Drafts between final versions should also be labeled as decimals (e.g. 1.1, 1.2, etc.).

2. The version date (for draft and final document) should be updated with the current date along with the version numbers as each draft of the document is created.

3. The text highlighted in the gray boxes is guidance language and must be deleted in the draft/final protocol document. NOTE: it is not necessary/required to bullet items in the protocol as they appear in the guidance language.

4. Italicized text must be updated by the author.  The italicized text should then be deleted and the updated language should not be italicized.

5. Please be sure to check the entire document carefully to ensure that all gray highlighted and italicized text has been deleted/changed as appropriate.

6. This page, “General Information about the NeuroNEXT Network Protocol Synopsis Template”, must be deleted from the protocol synopsis document.  Once this page is deleted the page numbering will self-correct. 

Full Protocol Title

· Insert full protocol title
Protocol Version: (e.g. 1.0, 2.0, etc.)
Protocol Date: (MM/DD/YYYY)
SHORT PROTOCOL TITLE
· Not required but may be helpful

Protocol Principal Investigator (PPI);

· Name, degree, title, and institution 

Supported by:
The National Institute of Neurological Disorders and Stroke (NINDS)

· Include application or grant number(s) when available
Study Intervention Provided by:

· Name of pharmaceutical company or device manufacturer, if any, providing study drug or device
Sponsor of IND/IDE:

· List official IND/IDE  holder if study requires IND or IDE:  name (individual or company) 
· Include IND/IDE # if available 
The information contained herein is confidential and proprietary in nature, and will not be disclosed to any third party without written approval of authorized designee.  This document may be disclosed to the appropriate institutional review boards or to duly authorized representatives of the US Food and Drug Administration or a national regulatory authority under the condition that they maintain confidentiality.

SYNOPSIS

· This Synopsis should provide a bare-bones outline of the study, approximately 1-2 pages

Study Title
· List full title and short title if there is one

Objectives

· Specify objectives and hypotheses to be tested 

Design and Outcomes

· A brief description of the study design (e.g. multicenter, randomized, double-blind, Phase)

· Include the outcome variables for the primary and if applicable, secondary objectives

· A brief overview diagram may be used here.  (Complex diagrams may be included in Section 3, Study Design)

Interventions and Duration

· Briefly describe the interventions to be used/compared 
· Include mode of administration, if applicable
· Indicate the total length of time each subject will be on study (intervention period + additional follow-up off intervention or cross-over plans, as applicable) 
· Include an estimate for duration on enrollment if available
· A brief statement about the schedule and type of evaluations to be performed during the study may also be included

Sample Size and Population

· Briefly describe the number and type (patient population) of subjects to be studied
· List inclusion and exclusion criteria
*If the study will be using a randomization schema that will be stratified, list the stratification factors.  If there will be separate objectives and outcome variables for the strata, list these in the appropriate sections above.

Schedule of Activities (update evaluation as well as visit name per protocol.  Also provide visit windows if appropriate))
	Evaluation
	Screening
(-XX days)
	Pre-Randomization/Pre-Baseline
(-XX days)
	Randomization/Baseline/Day 1/Day 0
	4 wk
	8
	12
	16
	20
	24
	32
	40
	48

	Written Informed Consent
	
	
	
	
	
	
	
	
	
	
	
	

	Inclusion/Exclusion Review
	
	
	
	
	
	
	
	
	
	
	
	

	Documentation of Disease/Disorder
	
	
	
	
	
	
	
	
	
	
	
	

	Medical History/Demographics
	
	
	
	
	
	
	
	
	
	
	
	

	Vital Signs(specify required VS- i.e. HR, BP, RR and indicated position if applicable – i.e. sitting, supine, standing)
	
	
	
	
	
	
	
	
	
	
	
	

	Weight
	
	
	
	
	
	
	
	
	
	
	
	

	Weight
	
	
	
	
	
	
	
	
	
	
	
	

	Physical Examination
	
	
	
	
	
	
	
	
	
	
	
	

	Neurological Examination
	
	
	
	
	
	
	
	
	
	
	
	

	*Add additional clinical assessments as necessary (e.g. ECG, MRI, etc.)
	
	
	
	
	
	
	
	
	
	
	
	

	Concomitant Medication Review 
	
	
	
	
	
	
	
	
	
	
	
	

	Safety Labs1
	
	
	
	
	
	
	
	
	
	
	
	

	Research Labs
	
	
	
	
	
	
	
	
	
	
	
	

	Urinalysis 
	
	
	
	
	
	
	
	
	
	
	
	

	Randomization 
	
	
	
	
	
	
	
	
	
	
	
	

	Dispense Study Drug 
	
	
	
	
	
	
	
	
	
	
	
	

	Drug Accountability/ Compliance 
	
	
	
	
	
	
	
	
	
	
	
	

	Adverse Event Review 
	
	
	
	
	
	
	
	
	
	
	
	

	Questionnaires (list each in a separate line)
	
	
	
	
	
	
	
	
	
	
	
	


1. list each lab test to be done  
Protocol Short Title

Version (e.g. 1.0, 2.0, etc)
Version date MM/DD/YYYY
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