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Checklist
	
	Protocol title:


	Date:

	
	PI:
	Reviewers:

	Category
	Requirements
	Comments

	NIH 1195 form
	form version 6-04

all categories completed

top 3 signature lines completed with date
	

	CSRP review
	Letter from CSRP approving submission to IRB
Reviewer comments

Response to reviewers if indicated
	

	Cover Page 
	All investigators listed
Study populations and desired numbers
	

	Table of contents
	Pages numbered, appendices  and references included
	

	Précis
	Not to exceed ½ page
Includes objectives or hypotheses
	

	Background/Intro
	Historical background and pertinent medical literature
	

	Objectives
	Hypotheses or research questions that will be answered by this study
	

	Study Design and Methods
	Descriptive statement of study type and design, Methods for randomization (if applicable)

Dose/titration schedule (if applicable)

Justification for use of placebo (if applicable)

Details of study phases (e.g. screening, baseline, crossover) with clear sequence of events

Involvement expected of patients (#visits, hours)
Description of all  associated procedures


	

	Subject Enrollment
	Inclusion criteria
Exclusion criteria

Complies with OCD guidelines for minimum medical clearance 

Justification provided for above

If labwork - tests must be specified

Recruitment plans

Screening methods
	

	Provision of Care to Research Subjects
	Statement of voluntary withdrawal from study

Concomitant clinical care 
Plans for care following study completion

Reasons for study discontinuation (stop points) Plans for management if patient deteriorates

Specifically described transition plans for patients
	


	Pg2
	Protocol title:


	

	
	PI:
	

	Category
	Requirements
	Comments

	Human Subjects Protections
	Informed consent process – who will obtain consent?  Is this a vulnerable population?  Is CORE team needed?
Adverse Events Reporting

Specific discussion of risks by study phase or procedures including an estimate of the likelihood of occurrence

Risk associated with washout, drug free period or delay-of-treatment
Procedures to minimize risks

Confidentiality protections

Future research – plans for data/sample use not yet specified
Alternatives to participation are discussed for studies that involve treatment
	

	Risk Assessment
	Specific  risk/benefit statement should be made in the protocol
PRE-REVIEWERS RISK ASSESSMENT

RISK

___minimal risk

___more than minimal risk

___minor increment over minimal risk (children)       

BENEFIT

___no prospect of direct benefit but likely to yield generalizable knowledge

___prospect of direct benefit to individual subjects


	

	Compensation
	Compensation schedule and inconvenience units are specified
	

	Conflict of Interest Statement
	PI must provide written documentation of presence or absence of any conflicts for PI and all AI’s associated with study.
And identified conflicts must include a discussion of same in the body of the protocol.
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