US Military Cancer Institute/NCI Collaborative Research Program

Protocol Preparation and Submission Information

A brief protocol is needed for a research project using the available military health resources such as military health databases.  The protocol will be reviewed and approved by the USMCI/NCI Epidemiology Steering Committee.  
Protocol components:  The following table shows the sections or items to be included in the protocol and their requirements.

	Section/Item
	Page Number
	Requirement

	Title 
	1
	No more than 150 characters 

	Protocol contact
	1
	Provide the Principal Investigator’s institution, lab/branch, email address, telephone and fax numbers

	Collaborators
	1
	Provide the names, institutions, lab/branches, email addresses and telephone numbers of collaborators

	Abstract
	2
	No more than 200 words.  Provide concise information on hypothesis, aims, and methodology

	Protocol body
	3-6
	Follow this general outline:

1. Background: Briefly describe the research ideas, previous studies, and data gaps to be filled 

2. Hypothesis: State the hypothesis to be tested and provide reasoning behind the hypothesis
3. Aims: State concisely the specific questions to be addressed by the study
4. Design and methods:  For a protocol using the military databases only, describe in detail the database(s) to be needed, variables to be used, study subjects to be included (defined by age, gender, race/ethnicity, military service, and so on), outcome(s) of interest, groups to be compared, factors of interest and their definitions, statistical methods to be utilized, analytical scheme, sample size or study power estimated, and other methodological considerations.  For a project that involves the use of biological samples or interviews with study subjects, provide additional information on study design, selection of study subjects, data collection and management, collection/storage/ processing/analysis of biological samples, and quality control.   

	Section/Item
	Page Number
	Requirement

	
	
	5. Military relevance:  Provide a brief statement explaining if and how the proposed study will benefit the military population 

6. Major references:  no more than 15

	Timeline
	7
	Provide a timeline for the tasks needed for completion of the project

	Description of research experience
	8
	Briefly describe the experience and expertise of the investigators and collaborators in the research fields related to the proposed project


Format of the protocol:   Font size: 12 points
       Font type: Times New Roman
       Spacing:  No more than six lines of type within a vertical inch      

       Page size: 8.5 inches by 11.0 inches
       Margins: At least 0.5 inches  
Submission of the protocol:  The protocol should be submitted by emailing to Dr. Kangmin Zhu (kangmin.zhu@na.amedd.army.mil) and Dr. Shelia Zahm (zahms@mail.nih.gov).
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