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Instructions for Submitting a Letter of Intent
1. OVERVIEW

a. The Cooperative Studies Program Clinical Research Coordinating Center (CRCC) supports the design, conduct and analysis of small to mid-size randomized clinical trials proposed to answer an important clinical question.  Cooperative Clinical Trial Award (CCTA) applications must propose investigation of interventions intended to treat or prevent disease.  Types of interventions that may be studied include medications, vaccines, medical devices, surgical or medical procedures, diet, lifestyle modification, psychotherapy, and complementary and alternative therapies.  Reference Handbook, “Cooperative Clinical Trial Award Program.” 

b. A Letter of Intent (LOI) is required to obtain approval for permission to submit an application for funding, as well as planning support from the CRCC. LOIs will be evaluated for eligibility, the potential to influence patient care, scientific merit, feasibility, and other trials ongoing in the area.
NOTE: All trial applications will also be reviewed to determine whether an IND or IDE will need to be filed with the Food and Drug Administration.  
NOTE: Merit Review proposals for clinical trials not requesting CRCC support or non-interventional clinical investigations do not require an LOI, but may proceed directly through the standard Merit Review program (reference VHA Handbook 1202.1 Merit Review Award Program).
2. PREPARING A CCTA LOI

a. The Letter of Intent (LOI) should consist of VA Form 10-1313-13, VHA Research and Development Letter of Intent Cover Page, up to five single-spaced typed pages of Study Description, and VA Form 10-1313-6, VA Research and Development Investigator’s Bibliography.  Use only letter-quality print.  All text must be prepared with at least 11-point font, with no more than 15 characters per inch and no more than 6 lines per inch.  Page margins must be a minimum of 1 inch at each edge.  LOIs failing to follow these requirements and/or exceeding the page limitations will be administratively withdrawn. 

b.  An LOI consists of the following: 

(1) VHA Research & Development Letter Of Intent Cover Page (VA Form 10-1313-13 PDF)  Instructions for VA Form 10-1313-13 (Boxes 1-5): 

(a) Box 1.  Select “CLINICAL SCIENCE R&D SERVICE (CSRD)” as the appropriate service.
(b) Box 2. Select “New” for all LOI submission, any resubmission needs prior permission.
(c) Box 3. Select “OTHER” and specify Cooperative Clinical Trial Award.
(d) Box 4. Enter the project title (limit to a total of 72 characters, including spaces)
(e) Box 5.  Provide principal proponent’s name and complete contact information.
(2)  Study Description. Limit items a – j to 5 total pages.
(a) Hypothesis(es)/ research question(s)
(b) Discrete study objectives
(c) Description of relevance to VA
(d) Impact of proposed study on clinical practice 
(e) Overview of design/methods, include the following:  
1. Indicate type of trial proposed. 
2. Description of the study population [sampling frame], including the inclusion/exclusion criteria.
3. Description of the intervention(s)/treatment(s).

4. Identify the proposed primary and secondary outcome measures.

5. Specify if the trial is to be un-blinded, single-blinded, or double-blinded.  For single- and double-blind studies, specify the blinding method. 
6. Statement that treatment assignment will be by random allocation and the unit of randomization (e.g. individual subjects, groups of subjects). 
7. Indicate whether a study design other than parallel-group design (e.g. cross-over) will be used.

8. Description of the sample size, planned statistical power and alpha level (criterion for statistical significance).  Include assumptions used to calculate sample size (e.g. effect size, event rates, data from previous studies, statistical test upon which sample size calculation is based).
9. Number of potential sites and justification for the number of sites proposed. Include the number of subjects at VAMC of principal proponent and other proposed clinical sites that would meet enrollment criteria.
(f)  List any other ongoing trials with this intervention.  Describe how this study will specifically contribute over and above other funded clinical trials.
(g)  Estimate of Total Budget and Study Duration.  The annual budget for a CCTA will be more fully developed prior to the application stage in conjunction with CRCC, excluding principal proponent salary for non-clinician and equipment. The equipment budget is capped at $50,000 and can be requested for the first year only.
(h)   Statement of Disclosure. 1-2 sentence statement from the principal proponent indicating that no financial or contractual relationship exists between any organization involved in the proposed study that could constitute a real or apparent conflict of interest (including all investigators and collaborators who plan to devote 5 percent or more effort to the proposed project). If such a relationship or contract does exist, full disclosure must be provided.  

(i)   Acknowledgment of the VA policy to include women and minorities in research (if applicable).

(j)    References: Up to ten reference citations relevant to the proposed study.
(3)  VA Research and Development Investigator Biography (VHA Form 10-1313-6 PDF or MS Word)



2.  SUBMISSION INSTRUCTIONS:
a. The entire LOI package must be saved as one PDF file, including all required forms and supporting documents, etc., with signatures.  Please save this file using the naming convention: Lastname.firstinitial-CCTA_LOI_MM/YR (e.g., Smith.J-CCTA_LOI_12/08).  

(1) The various forms required for an LOI can be downloaded from the VA ORD website: http://www.research.va.gov/funding/process/forms.cfm 
(2) Free or low-cost PDF conversion programs are listed (at the end) on VA intranet: http://vaww.research.va.gov/funding/electronic-submission.cfm 
b. LOIs are to be submitted electronically to the VHA CO CLIN Review mailbox at: CLIN-Review@va.gov 
c. LOIs are to be submitted by the Research Office only (e.g., from the Associate Chief of Staff for Research and Development (ACOS/R) or the Administrative Officer (AO) for Research and Development).  LOIs submitted directly by the principal proponent will not be accepted.

d. There is no deadline to submit LOIs; they can be submitted at any time.  LOIs will be reviewed as they are received.
3.  CONTACT INFORMATION

a. For Scientific Questions:

Theresa Gleason, Ph.D.

Theresa.gleason@va.gov 

202-254-0498

b. For Administrative Questions:

Cheylynne Bosley, MS

Cheylynne.bosley@va.gov 

202-254-2544
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