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[bookmark: _GoBack]Clinical Sciences Research and Development Service
Instructions for Submitting a Letter of Intent for a Clinical Trial under Career Development Program
For the VA Career Development Policy Handbook 1200.04, refer to the Resources section of the following web page: http://www.research.va.gov/funding/CDP.cfm.  For access to the electronic versions of VA Forms required for this Letter of Intent (LOI), please refer to: http://www.research.va.gov/funding/process/forms.cfm   This LOI is restricted to CSR&D CDA-2 Clinical Trials.  All other CDA-2 LOIs should follow the regular LOI Instructions and the BLR&D and CSR&D Services submission guidance.  The Guidance for Submitting Career Development LOI to BLR&D and CSR&D Services should be consulted for other requirements.   
1. A Letter of Intent (LOI) is required prior to submitting an application to the VA Career Development Award (CDA) program. The purpose of the LOI is to determine whether a nominee meets eligibility criteria for the CDA-2, to provide general feedback to the applicant if concerns are identified and to plan for the expertise needed to review the application. The LOI should provide a summary of how a nominee’s background and interests will be integrated into a VA research career. 
2.   Preparation. A CDA LOI consists of the VHA Research & Development Letter Of Intent Cover Page (VA Form 10-1313-13) plus information described below. Please use single-spaced text, Arial 11-point font, and 1-inch margins at each edge of the page.
VA Form 10-1313-13 should be completed as follows:
a) Box 1. Select the box for CSR&D, research service.
b) Box 2. Select “New,” if the LOI is being submitted for the first time; “Revised,” if the LOI was disapproved in a previous round and changes have been made; or “Resubmission,” if the previously approved LOI is revised and describe a new scope of work.
c) Box 3. Check the box for “CDA Level” and specify CDA-2. (Refer to VHA Handbook 1200.04 - Research Career Development Program - for description.)
d) Box 4. Enter the project title (limit to a total of 81 characters, including spaces).
e) Box 5. Enter the nominee’s VA contact information in the fields presented. For nominees who are not current VA employees, enter the contact information for the local VA research office. Be sure to indicate whether the nominee is a clinician or non-clinician and whether they are a U.S. citizen in the appropriate check box. NOTE: Only U.S. Citizens are eligible for the CSR&D CDA-2 award.
f) Box 6. Complete all of the fields for the Associate Chief of Staff or Coordinator for R&D.
3. 	Following Form 10-1313-13, attach the items described below. (Limit to one page.)
a) Budget and Study Duration. In a statement, answer the following questions pertaining to requested funds and duration.
(1) Will salary support be requested?
(2) Is research support requested? If yes, state the approximate total study budget, estimate of the number of years and amount per year.  It is expected that the proposed clinical trial will be within the scope of the CSR&D Career Development Award budget.  However, nominees are encouraged to leverage CSR&D funding with funds from any agency or entity.  If the nominee chooses to do this and trial exceeds the CDA-2 budget, the nominee must provide documentation of funding from other sources to ensure there is sufficient funding available to complete the trial.  
(3) Indicate the percent effort planned on this award.
b) In a statement, answer the following questions pertaining to the nominee’s training and research experience:
(1) Number of years since completion of clinical training/terminal degree.
(2) Number of years of research training; including relevant formal training in conducting clinical trials, if any.
(3) Number of years of graduate and/or postdoctoral research experience, including specific responsibilities and mentor-guided training in clinical trials.
c) Description of the nominee’s and mentor(s)’ qualifications. Include the name of a primary mentor and up to three additional formal mentors with a description of each mentor’s prior/current working relationship with the nominee and qualifications relevant to the proposed work. Note: The primary mentor or co-mentor(s) must have a proven track record of conducting clinical trials, expertise in disease mechanism and/or biostatistics, and a role in the proposed trial and the nominee’s training.
4. 	Brief description of the proposed clinical trial that succinctly addresses each of the following.  (Limit to three pages.)
a) Scientific basis (rationale) for the proposed research and its relationship to other major research findings.
b) Significance of the research, emphasizing the potential impact of the clinical trial outcome on clinical management of disease or condition in Veterans  or how it represents a unique opportunity within the VA health care system.
c) Program Objectives. Describe the nominee’s research and training goals, and how this clinical trial experience will lead to an independent research career in the VA at the conclusion of the award.
d) Project Design and Methods. Briefly describe the proposed clinical trial using the outline below:

· Clearly specify the type of clinical trial to be conducted, including phase or class that is being proposed. (Note, only Phase II and/or III trials are allowed by CSR&D for CDA-2).
· Provide a description of the purpose and objectives of the proposed clinical trial and the hypothesis to be tested.  Clearly state the specific aims.  The proposed study and intervention should be based on sound scientific rationale, logical reasoning and critical review of the literature.  The trial must be the primary focus and aim of the proposal; additional aims should be limited to (a) initial programmatic/refinement or modification of existing protocol, manual related to the clinical trial that will provide additional publications for the applicant, or (b) secondary mechanistic approaches to understand clinical results/mechanism of action.
· Describe the proposed intervention, treatment, device and control(s). 
· Provide an overview of the preliminary data to demonstrate feasibility and substantiate the need for a clinical trial (including strong statistical evidence).
· State whether documentation exists for the Investigational New Drug (IND)/ Investigational Device Exemption (IDE) (if applicable) for agents not already approved by the Food and Drug Administration (FDA) for the specific investigational use. Note, the quality of the agent/product should be consistent with FDA manufacturing standards.
· Describe the availability of and access to pharmaceutical compounds or agent, biologic, treatments or devices; note, the quality of the agent/product should be consistent with FDA manufacturing standards.
· Provide a description and discussion of access to appropriate Veteran population that will be enrolled in the trial and the method that will be used in recruitment to ensure feasibility and that the enrollment target is attainable.
· Describe the defined and appropriate clinically-relevant endpoints to be tested and how they will be measured.
· Briefly describe the statistical analysis plan including power analysis to demonstrate that the sample size projection is appropriate to meet the trial objectives. 
· Briefly describe the biostatistical expertise (named biostatistician consultant). 
· If applicable, describe any ongoing local or national trials on this topic and indicate how the proposed trial is distinct. 
· Provide a discussion of any unique problems or challenges that are anticipated that would prohibit the trial from commencing immediately once an award is made. 
e) Statement of Disclosure.  A 1-2 sentence statement from the nominee
indicating that no financial or contractual relationship exists between any individual and/or organization involved in the proposed award that could constitute a real or apparent conflict of interest (including all mentors, investigators, and collaborators who plan to devote 5 percent or more effort to the nominee’s research and mentoring, as well as any for profit relationships). If such a relationship or contract does exist, full disclosure (OGE FORM 450) must be provided.
f) Acknowledgment of the VA policy to include women and minorities in
research (if applicable).
g) References. Up to five reference citations relevant to the proposed study may be attached.
4.	Supplemental Pages.  Attach (1) documentation of approved IND or IDE, if applicable and (2) documentation of supplemental funds from other sources to support the clinical trial to completion, if applicable.
5.	Appointment Eligibility Documentation. Attach (1) a separate letter from the local VA Human Resource Management (HRM) office indicating that the nominee is eligible for the respective appointment and can be hired by the VA medical center. Indicate if the nominee is currently employed by the VAMC and (2) the completed and signed Career Development Award Citizenship Certification form. Please refer to the Career Development Handbook 1200.04 Section 4 for further details.
6.	Biographical Sketch format for nominee and each mentor. Nominee and mentor(s) should highlight only their most recent publications, presentations, and activities relevant to the proposal. The bio-sketch template can be downloaded from the VA Intranet at http://vaww.research.va.gov/funding/electronic-submission.cfm. Nominees are strongly advised not to include in their bio-sketch, abstracts, posters or manuscripts that have not been peer-reviewed or published.
7. Waiver Request. Should a facility see justification for nominating any candidate who does not meet one or more of the criteria for an award or whose proposed research may require an exception to the conditions stipulated in the Career Development Handbook 1200.04, a separate letter from the ACOS/R&D requesting exception to a specific handbook stipulation(s) must be included. Exceptions must be well justified and approved at the LOI stage. Note: CSR&D will only consider waiver requests concerning eligibility for the Career Development program. 

The deadlines for CDA-2 Clinical Trial LOI submission to the Clinical Sciences Research and Development Service are listed in the table below.
Note:  If the deadline falls on a weekend or holiday, submission is due the next business day.  Early submission of LOIs is encouraged.  (Deadline dates and contacts are summarized in the chart below.)

	SERVICE
	LOI SUBMISSION DEADLINES
	LOI  SUBMISSISON ADDRESS
	CONTACT

	Clinical Science R&D 
	May1
November 1
	vhacadereview@va.gov
	vhacadereview@va.gov





Only electronic submissions will be accepted.  Electronic submissions must be e-mailed to the appropriate service as a .PDF file.  The file should be named using the following format:  Principal Investigator’s Last Name_First Initial_Station Number_First Key Word in Title.
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