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Research Development Committee 

CTN Concept Submission and Review Process and 

Procedures 

 
General Guidelines for CTN Concepts 

 The RDC reviews all CTN study concepts including those that are submitted investigators 

or special interest groups as investigator-initiated concepts and those that are in response 

to specific CTN requests for concepts.   

 All CTN study concepts should be no more than 3 pages long (excluding a separate title 

page, references, and budget), with Arial 11 font and not less than 0.5” margins 

 Concepts proposing ancillary studies need to be accompanied by a letter/e-mail from the 

Lead Investigator(s) of the primary/parent protocol indicating that the ancillary concept has 

been reviewed and approved by the Lead Team. 

 Concepts proposing ancillary genetics studies need to follow the specific guidelines 

developed jointly by the CCTN and the NIDA Genetics Consortium.  

 CTN study concepts should be submitted to the RDC Chair (currently Dr. Dennis Donovan, 

ddonovan@u.washington.edu) with a copy to the CCTN RDC liaison (currently Dr. Petra 

Jacobs, pjacobs@nida.nih.gov).  

 Concepts are reviewed using current NIH categories (Overall Impact, Significance, 

Investigators, Innovation, Approach, and Environment). Considerations is also given to 

the Lead Node and participating Node/CTP budgets.  

 http://grants.nih.gov/grants/peer_review_process.htm#scoring2 

 Additionally, concepts are considered with respect to feasibility, stage of science and 

readiness for multisite trials, and suitability and potential sustainability of the interventions 

for use in community-based treatment programs (CTPs), medical settings, and health 

and/or health systems; involvement of representatives from the respective community, 

clinical or medical setting in the concept development and study design is strongly 

encouraged.  

 The Research Development Committee currently meets on the 2nd Monday of each month 

and will attempt to review a concept at its next scheduled meeting. Concepts should be 

received by the chair at least 5 business days prior to the next scheduled RDC conference 

call in order for it to be placed on the meeting agenda and to provide a sufficient amount 

of time for Committee members to conduct their review.  

 Concepts will be considered by the RDC within 2 months of submission.  

 The Lead Investigator of a concept will receive a summary of the discussion and copies 

of the primary reviewers’ comments.  

 All reviewed concepts will be forwarded by the RDC chair, with a brief summary and copies 

of the reviews, to the Director of the CCTN for consideration within the CCTN and NIDA. 

The decision of whether a concept will be selected for further development into a protocol 

is made by the CCTN in conjunction with NIDA leadership based on the perceived merits 

http://www.ctndsc2.com/
mailto:ddonovan@u.washington.edu
mailto:pjacobs@nida.nih.gov
http://grants.nih.gov/grants/peer_review_process.htm#scoring2
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of the proposed research and both CTN and NIDA research priorities and budgetary 

considerations.  

 Upon a decision being reached by the CCTN/NIDA, this information will be conveyed to 

the investigative group that had submitted the concept.  

Concept Format 

Title Page. A separate title page lists the concept title, the members of the investigative group 

developing the concept, and the nodes with which they are affiliated. The title page does not 

count against the 3-page concept limit. 

1. Specific Aims 

 

State concisely the goals of the proposed research and summarize the expected 

outcome(s), including the impact that the result 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 the field, or develop new 

technology. 

 

2. Research Strategy 

Organize the Research Strategy in the specified order and using the instructions provided 

below. Start each section with the appropriate section heading – Significance, Innovation, 

Approach. Cite published experimental details in the Research Strategy section and 

provide the full reference in the Bibliography and References Cited section.  

(a) Significance 

 

 Explain the importance of the problem or critical barrier to progress in the field 

that the proposed project addresses. 

 Explain how the proposed project will improve scientific knowledge, technical 

capability, and/or clinical practice in one or more broad fields.  

 Describe how concepts, methods, technologies, treatments, services or 

preventative interventions that drive this field will be changed if the proposed 

aims are achieved.  

 

(b) Innovation 

 

 Explain how the application challenges and seeks to shift current research or 

clinical practice paradigms.  
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 Describe any novel theoretical concepts, approaches, or methodologies, 

instrumentation or intervention(s) to be developed or used, and any advantage 

over existing methodologies, instrumentation or intervention(s). 

 Explain any refinements, improvements, or new applications of theoretical 

concepts, approaches or methodologies, instrumentation or interventions.   

 

(c) Approach 

 Describe the overall strategy, study design, study conditions (e.g. 

treatments/interventions), methodology, sample size and data analysis to be 

used to accomplish the specific aims of the project.  

As applicable, also include the following as part of the Research Strategy:  

Preliminary Studies for New Applications 

For new applications, including information on Preliminary Studies. Discuss the PD/PI’s 

preliminary studies, data, and/or experience pertinent to this application.  

3. Public Health Impact. What impact will the proposed study have on public health? 

 

4. Suitability/Feasibility/Sustainability for the CTN. What is the general stage of science 

of then proposed intervention/study? To what extent is it ready to be tested in a multi-site 

trial (Please see the Design and Analysis Special Interest Group document early phase 

trials)? To what extent is the study logistically and clinically feasible for implementation 

within community-based treatment programs? To what extent are the interventions 

suitable for and sustainable in CTPS? 

 

5. Research Team. List the members of the research development team and their 

experience/expertise relevant to the proposed study.  

 

6. References. Provide a bibliography of any references cited in the Research Plan. The 

Reference section does not count against the 3-page concept limit 

 

7. Budget. Provide a projected/estimated overall budget for the proposed trial, as well as a 

breakdown of the costs for the Lead Node and for the participating Nodes/CTPs. The 

Budget section does not account against the 3-page concept limit 

 

Please DO NOT INCLUDE APPENDICES. All information necessary for the RDC to make an 

appraisal of the merits of the proposed study should be contained in the 3-page concept.  

 


