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ACRIN Preliminary Protocol Concept Development

The Preliminary Protocol Concept Development form will be completed by the submitting individual in collaboration with the appropriate Disease Site Committee (DSC) Chair.  The DSC Chair will forward the completed form to ACRIN Headquarters for consideration by the Steering Committee.   Upon approval of the Steering Committee, the protocol trial team will be appointed to further develop the concept in the ACRIN Protocol Concept Submission document for NCI/CTEP review and approval.

 This document is limited to no more than six (6) pages and each section should contain a brief description in bullet format (i.e. non-narrative), where it is applicable:  

	Preliminary Protocol Concept Development

	WORKING TITLE OF PROJECT:
	Title should include both the disease site and technologies of interest and along with the application. 

	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



	INTRODUCTION/

BACKGROUND


	Provide brief information/reasons for why this research is important, including a summary of clinical issues relevant to study and potential impact on, for example, overall survival, Quality of Life or proof of principle.  How research strategy or future clinical practice will be altered by either positive or negative results.   (250 words or less)



	SPECIFIC HYPOTHESIS:
	Briefly specify the hypotheses of the potential concept/protocol.   Additionally, provide how the proposed concept addresses one or more of ACRIN key objectives.



	STUDY DESIGN:


	Briefly specify the design of the trial, including accrual plan for both clinical and correlative study designs, e.g. Health Outcomes/QOL, etc. (In bulleted format; a schema, if possible) 

Specify the type of image data submission requirements; types of imaging modalities to be utilized (e.g. CT, MRI, PET, etc.); who will perform image evaluation.  (Refer to the Image Requirements Questionnaire to assist in completion of this section.)

	STUDY OBJECTIVE:


	Briefly indicate the primary two or three study objectives.  What are the possible outcomes?  (In bulleted format)

	ELIGIBILITY CRITERIA: 


	Outline patient and/or disease characteristics required for participation.  (In bulleted format)

	PRELIMINARY STATISTICAL DESIGN: 


	Provide an estimate of sample size and expected analysis for this protocol concept.

	COMPETING PROTOCOLS:
	Provide a list of any competing/existing trials, similar to the protocol concept being developed, as well as any trials targeting the similar patient population that may hinder subject accrual.  
Include any industry, commercial and international trials.  NCI (http://www.cancer.gov/clinicaltrials/) and American Cancer Society (http://clinicaltrials.cancer.org/) databases may be helpful in obtaining a list of competing trials

	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 an estimation of financial incurrence to conduct the trial.

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


________________________________________________

________________________

Name of Person Completing Form





Date

________________________________________________

________________________

Person Completing Form E-mail Address




Phone Number

NOTE: Concepts must be submitted in electronic format by e-mail to the appropriate ACRIN parties:

· Appropriate Disease Site Committee (DSC),

· ACRIN Headquarters, or

· ACRIN Network Chair

With preliminary concept approval by the DSC, PI will present the concept to the ACRIN Steering Committee for SC approval to further development of the concept on the ACRIN Protocol Concept Submission document for NCI/CTEP review and approval.
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