Research Proposal Template 
(CoAg Phase V - Year03)

Project code:
Project title:
New or Continuation project: 
Address one or more of the following broad focus areas:
 Workforce capacity development and capacity in epidemiology, laboratory and evidence-based action
 Quality public health systems and services
 Prevention, preparedness, and response to public health threats
 Enhance research and innovation capacity and opportunities collaboration

1. PI of the Project: (Name and CV attached in appendix 3)

Note that:
· Project proposals must originate from CoAg recipients, with the recipient organization PI(s) listed as the PIs of the project(s). 
· CDC SMEs may be mentioned as collaborators in the proposals but cannot serve as project PIs. 

2. Introduction for continuation only

3. Abstract/Summary of the Project: (Main aim of the study) A one‐page abstract. 
This document is meant to serve as a succinct and accurate description of the proposed work when separated from the application. State the application’s broad, long‐term objectives and specific aims, making reference to the health relatedness of the project (i.e., relevance to the mission of the agency). Describe concisely the research design and methods for achieving the stated goals. This section should be informative to other persons working in the same or related fields and insofar as possible understandable to a scientifically or technically literate reader. Avoid describing past accomplishments and the use of the first person. Finally, please make every effort to be succinct. This section must be no longer than 30 lines of text

4. Objectives (List of specific objectives)
State concisely the goals of the proposed research and summarize the expected outcome(s), including the impact that the results of the proposed research will exert on the research field(s) involved.
List succinctly the specific objectives of the research proposed, e.g., to test a stated hypothesis, create a novel design, solve a specific problem, challenge an existing paradigm or clinical practice, address a critical barrier to progress in the field, or develop new technology. Specific Aims are limited to one page.

5. Specific Aims: (List of major activities)
6. Research Strategy (includes Significance, Innovation and Approach) page limit of 16
1. Significance
Does the project address an important problem or a critical barrier to progress in the field? If the aims of the project are achieved, how will scientific knowledge, technical capability, and/or clinical practice be improved? How will successful completion of the aims change the concepts, methods, technologies, treatments, services, or preventative interventions that drive this field?

1. Investigator (s)
Are the PD/PIs, collaborators, and other researchers well suited to the project? Have they demonstrated an ongoing record of accomplishments that have advanced their field(s)?
If the project is collaborative or multi-PD/PI, do the investigators have complementary and integrated expertise; are their leadership approach, governance and organizational structure appropriate for the project?

1. Innovation
Does the application challenge and seek to shift current research or clinical practice paradigms by utilizing novel theoretical concepts, approaches or methodologies, instrumentation, or interventions? Are the concepts, approaches or methodologies, instrumentation, or interventions novel to one field of research or novel in a broad sense? Is a refinement, improvement, or new application of theoretical concepts, approaches or methodologies, instrumentation, or interventions proposed?

· Is the proposed research innovation and yet offer reasonable potential for 
concrete applications of interest and value to CDC?	
· Does the project have the potential to increase efficiency or lead to costs savings?

1. Approach
Are the overall strategy, methodology, and analyses ell-reasoned and appropriate to accomplish the specific aims of the project? Are potential problems, alternative strategies, and benchmarks for success presented? If the project is in the early stages of development, will the strategy establish feasibility and will particularly risky aspects be managed?
If the project involves clinical research, are there plans for 1) protection of human subjects from research risks, and 2) inclusion of minorities and members of both sexes/genders, as well as the inclusion of children, justified in terms of the scientific goals and research strategy proposed?

1. Environment
· Will the scientific environment in which the work will be done contribute to the probability of success? Are the institutional support, equipment and other physical resources available to the investigators adequate for the project proposed? Will the project benefit from unique features of the scientific environment, subject populations, or collaborative arrangements?
· Does the project utilize critical partnerships or collaborations? Does the project support key stakeholder involvement throughout the research process?
· Does the applicant describe how the proposed work will relate to other programs sponsored by the agency, which are already in place or planned to support or strengthen disease surveillance, laboratory systems, emergency response and workforce development?

7. Significance and Impact:


8. Target Enrollment Table/Target population:

9. Evaluation/Performance Measurement:

10. Senior and Key Personnel: 

11. Bio sketches  (attached in Appendix 3)

12. Budget and budget justification (attached in Appendix 1)

13. Study Timeline (for clinical trials ONLY)

14. Human Subject Section:
The new PHS Human Subjects and Clinical Trials Information (form) consolidates human subjects, inclusion enrollment, and clinical trial information previously collected across multiple agency forms in addition to collecting information on human subjects and clinical trials at the study level. 

PHS Human Subjects and Clinical Trials Information - NEW 
· When human subjects research is involved please address the following four criteria:
·  risk, 
· adequacy of protection against risks, 
· potential benefits of research to subjects and others,
· importance of knowledge gained
note: a separate slide set is included to give more instructions on completing human subjects 
Inclusion of Women, Minorities and Children Section please designate the group being studied using one or more of these categories if applicable
15. Other Research Plan Sections / where applicable (See more details in NOFO)

· Select Agent Research
· Multiple PD/PI Leadership Plan.
· Consortium/Contractual Arrangements
· Letters of Support
· Resource Sharing Plan(s)
HHS/CDC policy requires that recipients of grant awards make research resources and data readily available for research purposes to qualified individuals within the scientific community after publication. Please see: http://www.cdc.gov/grants/additionalrequirements/index.html

16. Data Sharing and Data Management Plan
The DMP is a CDC requirement for awardees for projects and programs that involve data collection or generation of data with federal funds to develop and submit a Data Management Plan (DMP) for each collection of public health data.
Investigators responding to this funding opportunity announcement should include a detailed DMP in the Resource Sharing Plan(s) section of the PHS 398 Research Plan Component of the application. The Policy on Public Health Research and Nonresearch Data Management and Access outlines the components of a DMP and provides additional information for investigators regarding the requirements for data accessibility, storage, and preservation.
The DMP should be developed during the project planning phase prior to the initiation of collecting or generating public health data and will be submitted with the application. The submitted DMP will be evaluated for completeness and quality at the time of submission.
The DMP should include, at a minimum, a description of the following:
· Type of data to be produced in the proposed project;
· Mechanisms for providing access to and sharing of the data (including provisions for the protection of privacy, confidentiality, security, intellectual property, or other rights);
· Use of data standards that ensure all released data have appropriate documentation that describes the method of collection, what the data represent, and potential limitations for use; and
· Plans for archiving and long-term preservation of the data, or explaining why long-term preservation and access are not justified.
Examples of DMPs may be found here: University of California https://dmp.cdlib.org/, or USGS, http://www.usgs.gov/datamanagement/plan/dmplans.php
Biohazards Point out any procedures, situations, or materials that may be hazardous to personnel and precautions and/or protections to be exercised. A full discussion on the use of select agents should be included.

17. Other Appendix
· Appendix - if there are consent forms, questionnaires, tables, graphs, publications these can be included here 
Appendices:
Appendix 1 – Year 03 Budget Details and budget justification				
Appendix 2 – Human Subject Tracking 	
Appendix 3 – Bio sketches (PI, Senior and Key Personnel curriculum vitae for research projects)         
Appendix 4 – Organization Charts    
