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(For submission to CTEP)  
A Protocol Concept Submission document must be prepared upon approval from the ACRIN Steering Committee by the potential Principal Investigator (PI) using the ACRIN Protocol Concept Submission Form and forwarded to ACRIN Protocol Associate (PA) for submission to NCI/CTEP.  The purpose of the ACRIN Protocol Concept Submission document is to gather detailed data concerning the developing study and to obtain approval from the appropriate sponsoring committees, organizations, and ACRIN Steering Committee in preparation for submission to NCI/CTEP for review and approval.  The document is limited to minimum of five (5) pages and no more than nine (9) pages and will contain a brief description of the following in bullet format (i.e. non-narrative):

	I. ADMINISTRATIVE INFORMATION

	DISEASE SITE/INDICATION:
	Provide the disease site area or the indication the potential study will target. 

	SUBMITTING INDIVIDUAL: 


	Provide name of the individual submitting the concept, including the specialty, contact information, and the names of co-chairs or discipline chairs, if any.

Name of the submitting member

Specialty

Address

Phone

Fax

Email

Name(s) of Co-Chair(s)

	PROTOCOL CONCEPT TITLE:
	Insert the name/title of the protocol concept.

	STATISTICAL/DATA MANAGEMENT 

(From ACRIN BDMC): 


	Insert the name of the statistician, and contact information. This individual must be a member of the ACRIN Biostatistical and Data Management Center.

Name

Address

Phone

Fax

Email




	Ii. SCIENCE BACKGROUND

	WHY IS THIS STUDY IMPORTANT:


	· Describe why this is an important area for research. 

· Include a summary of clinical issues relevant to the trial setting and potential impact on important endpoints (for example, overall survival, quality of life, or proof of principle).

· Describe how research strategy or future clinical practice would be altered by either positive or negative results.

· For publications cited, include either NLM/Medline ID # or URL address to permit retrieval of the full text or abstract by reviewers (cite only most important references).

	SPECIFIC HYPOTHESIS:
	Briefly specify the hypotheses of the potential concept/protocol.

	STUDY DESIGN:


	Briefly specify the design of the trial, including both clinical and correlative study designs.

Specify the basic imaging approach; types of imaging modalities to be utilized (e.g. CT, MRI, PET, etc.); and the availability of technology.  

	RATIONALE: 


	Briefly provide a rationale for the selected approach and study design of the concept/protocol.

	SUPPORTING PRELIMINARY DATA: 
	Describe or provide justification for conducting the study.  

· Provide multi-center clinical data, including any of your own preliminary data for any correlative science studies integral to the trial.
· For publications cited of results of similar studies or pilot data, include either NLM/Medline ID # or URL address to permit retrieval of the full text or abstract by reviewers (cite only the most important references).

	STUDY OBJECTIVE:


	Briefly indicate the primary objective (one main objective) and any other secondary objectives.

	ELIGIBILITY CRITERIA: 


	Outline patient and/or disease characteristics required for participation.

Provide rationales for selecting or excluding particular population.

	SCHEMA:


	Provide an outline/diagram of arms/regimen of the intervention plan of the study: an overview.

SCHEMA:
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	PRELIMINARY STATISTICAL DESIGN: 


	Describe one primary and any secondary endpoints, any stratification to be used in the randomization, proposed sample size with power justification, analysis plan for formal interim analysis, projected monthly accrual rate, and information to support the projected accrual rate.

	SOURCE OF AGENTS: 
	If applicable:

· List the name of the sponsor or sub-specialty organization

· Provide who will distribute non-IND and commercial agents

· If IND agent, provide IND and NSC numbers and name of the IND holder

	FEASIBILITY:


	As appropriate, discuss:

· The size of eligible population

· Special equipment

· Educational requirements of investigators

· Anticipated acceptance of trial by patients and referring physicians

· Competition with other large trials for similar patient population

· Experience with accrual to similar trials



	Iii. CORRELATIVE STUDY SECTION (if applicable) 

	CORRELATIVE STUDY DESIGN:  


	Describe the rationale, the design, and preliminary data of any correlative study integral to the clinical study.

For these sub-studies, include rationale, study design, specific hypothesis, and statistical design.

Provide any funding source that will support the sub-studies.

	SPECIFIC HYPOTHESES:
	Briefly provide the hypotheses of the correlative study or studies.

	STATISTICAL DESIGN:
	For each correlative/sub-study, provide statistical design for:

· Endpoints

· Sample size

· Monthly accrual rate

	KEY REFERENCES: 

(20 or less) 


	In this section, provide any information and publications cited in the submission.  It should be organized as any standard bibliography page. (Cite only the most important references.)



	COMMENTS:
	Provide any additional information or comments that you would like the various committees to consider during the review process of the concept for approval.


________________________________________________

________________________

Printed Name of Person Completing Form




Phone Number

________________________________________________

________________________

Email Address of Person Completing Form



Date
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