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PROPOSAL/GRANT SUBMISSION TO R&D COMMITTEE

If you plan to conduct research using VA patients or resources, or during your VA tour of duty, you must have the approval of both the VA Research & Development Committee and the Committee for the Protection of Human Subjects at Dartmouth College (CPHS).  

Please contact the VA Research office to begin the approval process.

1. DEADLINES FOR R&D REVIEW

a.  Projects to be submitted for funding.  Completed grant applications for regular submissions must be received in the Research Office in time for review by the Research & Development Committee at least two meetings prior to the funding agency's deadline. Regular submissions include first-time submissions to a regular funding cycle, as well as first-time submissions of the renewal of a regular cycle. Exceptions will be made when circumstances beyond the investigator's control prevent submission according to the policy timeline (see item 2c. below). However, in all cases, investigators should try to comply with the existing policy. All relevant subcommittee approvals, Dartmouth College Committee for the Protection of Human Subjects approval, and VA R&D Committee approval must be obtained, prior to conducting research using VA subjects, VA resources on during VA tour of duty, and maintained on at least an annual basis.


b.  Unfunded Projects.  Research projects to be conducted without external funding still require all approvals as described in this policy.  All relevant subcommittee approvals, Dartmouth College Committee for the Protection of Human Subjects approval, and VA R&D Committee approval must be obtained, prior to conducting research using VA subjects, VA resources or during VA tour of duty, and maintained on at least an annual basis.

2.  SUBMISSION PROCESS

Applicants should contact the Research Service as a first step in planning the submission of a grant proposal. This contact will be used to provide the applicant with necessary forms and information about procedures.

a. Instructions & Materials.  The applicant will obtain from the Research Service Office a "Request to Review Research Protocol" form and instruction sheet, and an “RDIS Abstract” form and instructions (Attachments A & B). These forms are generated by the PROMISE computer system and are used throughout the VA system for reporting purposes. Completion of the forms will commence the submission process and guide the progress of the application locally and system-wide.  If you have not conducted research at the VA in the recent past, you may be asked to complete a “Page 18”, which is an “Investigator’s Data” sheet to enter you into the PROMISE system (Attachment C).  


b.  Cover Letter.  Along with the Request to Review form, each submission should include a cover letter (e-mail is acceptable) to the ACOS/R&D or Chair, Research and Development Committee, to explain a proposal's status and provide information about external reviewers. A sample cover letter (Attachment D) is attached.

(1) Proposal status: State either that the proposal is complete (including budget, front pages, letters of collaboration, appendices, etc.) or note what pieces are missing and when they will be made available to the Research Office for review. Also note any special circumstances that would require the R&D Committee to deviate from normal review procedures. In the case of both complete and incomplete proposals, indicate when you are expecting to submit the proposal to the granting agency and any local review committees.

(2) If you would like the R&D administrative office to assist you in obtaining external reviews, provide the names, addresses, e-mail addresses (if available), and phone numbers of three experts who would be qualified to review your proposal. The Research Service will make arrangements to obtain the expert reviews.


c. Subcommittee Approvals. 

(1)  At the initial visit, the applicant will be apprised of meeting dates for subcommittees whose approval is also required, as applicable (Attachment E).  The applicant also will be given a packet of instructions and forms appropriate for the sponsor to which they are applying (e.g., Medical Research, HSR&D, Rehabilitation Research, NIH, industry), and a point of contact for relevant subcommittee information (e.g., human studies, animal, chemical and biological safety, radioactivity, resources).  Attached is an “R&D Submission Checklist,” to help in assembly of packet for submission to R&D Committee (Attachment F).

(2)  Investigators are required to submit to the IACUC, Subcommittee on Research Safety, and Radiation Safety Committees (as appropriate) before submitting a proposal to R&D for review. 

(3)  In contrast, Dartmouth's Committee for the Protection of Human Subjects (CPHS) requires R&D approval before it will accept a proposal for review.  

(a) Therefore, the materials to be submitted to the CPHS for initial review will be included in the materials submitted to the R&D Committee.  

(b) If the proposal is approved by the R&D Committee, the CPHS packet will be signed by the R&D Chair, or ACOS/R&D or designee, and forwarded to the CPHS office.  

(c) If the study is not approved by R&D, the investigator will be notified of  conditions, and CPHS materials will NOT be forwarded.

(d) See item 2e. (below), for additional information on required materials for human subject review.

 (4)  In all cases, subcommittee approval is required before final R&D approval will be given.

d. Station Impact.  For all studies utilizing clinical services at the medical center, the investigator must complete “Station Impact Sheets” for those services effected, most often laboratory, radiology, pharmacy.  There also a blank/generic impact sheet to be utilized if other clinical or medical center services might be financially impact by the research, for example the outpatient clinic, invasive procedures, etc.  (Attachment G).

e. Human Subjects Approval

(1) All CPHS/IRB materials can be found at www.dartmouth.edu/~cphs
(2) The VA consent form (VA Form 10-1086) MUST be used for all VA-approved research (Attachment H).  The form and CPHS template are available from the R&D office (electronic or hard copy).  

(3) The R&D staff is available to assist in the completion of the 10-1086.  Questions about content may be referred to the CPHS or R&D offices. 

(4) The VA form 10-1223, “Report of Subcommittee on Human Studies,” (Attachment I) is also required for all VA projects utilizing human subjects.  The header information should be completed by the investigator, and the form submitted to CPHS with the proposal, consent, and other documents, as required.  The CPHS Chair will complete the form and return to the R&D office for inclusion in the R&D grant file.

(5) All modifications to protocols submitted to CPHS should be copied to the VA R&D office.  The R&D office receives copies of correspondence from the CPHS to the investigator, for VA-approved studies.

(6) If the research includes the use of a FDA Investigational new drug (has a FDA IND number), the investigator must complete a VA investigational new drug form (10-9012).  (Attachment J)

3.  EXCEPTIONS

a.  Additional Submissions.  If an investigator wishes to submit a previously approved application to an agency different from that for which the initial approval was granted, the investigator must notify the R&D Committee prior to submitting the application. However, further committee review is not needed, unless the initial application was disapproved. In the latter case, the Committee requires a new review at least one month before the due date. The "pink sheets" will be part of the material used by the Committee to formulate judgment on suitability for resubmission.  If the proposal is approved but received an unfundable priority score, new review prior to resubmission is strongly encouraged although a response from the investigator to the criticisms may be acceptable.

b.  Special Announcements and Revised Proposals  The Committee recognizes that, under certain exceptional circumstances, it may not be possible for an investigator to submit a proposal for review at least two full R&D Committee meeting cycles prior to submission. Examples are:  (1) special announcements that have a short timeline; and (2) revisions of previously submitted proposals for which reviews are received too late to permit an investigator to meet the usual two-meeting schedule.

(1) In such situations, applicants should try, insofar as possible, to submit a completed application in time for review by the R&D Committee at least one meeting before the submission deadline. If the submission deadline is less than one month following the scheduled meeting, the investigator must notify the ACOS for Research and Development Service immediately so that alternate review arrangements can be made.

(2) The ACOS for R&D or the Chair of the Research & Development Committee (or their designated representative) will request that the proposal be reviewed by one or more individuals knowledgeable in the content of the grant. These individuals will advise the Committee on the suitability of the grant for submission. nevertheless, sufficient time should be allotted to complete administrative details (e.g., front sheets, budget sheets, etc.). When the office workload is heavy, it will be handled on a first-come, first-serve basis. Therefore, the investigator should approach the Research Office for assistance at the time work on the application commences to determine how much lead-time is required.

(3) If the Committee is not scheduled to meet prior to the intended date of submission, the investigator must receive approval from the ACOS for R&D or the Committee Chair. The application will appear on the next R&D Committee agenda.

(4) The judgment concerning suitability to submit on the part of the ACOS, the R&D Committee Chair, and the Committee itself in such exceptional situations will be guided by the credentials and experience of the Principal Investigator, and the past track record of the investigator on peer-reviewed and funded research. Should the proposal come before the Committee only after the due date, the Committee reserves the option of ordering the proposal to be withdrawn.

c.  Cancer/Chemotherapy Submissions.  The Clinical Cancer Review Committee of the section of Hematology/Oncology and the Norris Cotton Cancer Center provide rigorous review of all cancer-related protocols including “CALBG”, “DMS”, and “COMP”.  The CCRC is considered an Ad Hoc review mechanism for the Research & Development Committee, providing expertise for cancer-related protocols.  Once these cancer-related protocols are reviewed and approved by CCRC, they are presented to the R&D Committee for approval.  Consent must still be obtaining using the VA consent form, 10-1086, and this may require a request for modification to the CPHS. 

4.  CONDITIONAL APPROVAL  

a.  The R&D Committee will follow projects deemed “Approved Pending” or “Conditional Approval” for 4 months. 

b.  If the Committee has not received the additional materials requested at the time of the initial review, the proposal will be withdrawn from the follow-up agenda without action.  

c.  If the investigator desires to activate the protocol at the VA or use VA subjects in the future, the complete proposal must be resubmitted to the R&D Committee for review.

d.  The investigator will be notified by letter, that the proposal has been administratively withdrawn from the R&D follow-up agenda, and all submitted materials will be returned to the investigator.

e.  The exception for withdrawal of agenda items are grants submitted to sponsors which utilize the “just in time” approval process, often including IRB, IACUC or budget components.  In those cases, a project lacking any components due to the sponsor requirements, will be followed by R&D Committee until those components are provided to the R&D Committee or project has received notification that it will not receive funding.

Attachments:
A. RDIS Abstract   




B.  Request to Review Research Proposal




C. Investigator’s Data Sheet, VA “Page 18”

D.  Sample Cover Letter for Submission to R&D

E.  Subcommittee Meeting Dates

F.  R&D Submission Checklist

G. Station Impact Sheets

H. VA Form 10-1086 (VA Consent) and CPHS Template

I. VA Form 10-1223 (Report of Subcommittee on Human Studies) 

J. VA Form 10-9012  (Investigational New Drug)
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