Guidelines for New Protocol Submissions


The investigator is responsible for: 

A. Submitting all required forms with the proposal 

B. Getting written approval from all care lines whose resources will be affected 
1. Research Proposal
Proposals must include the following:

a. A concise statement of the problem to be investigated (including the 500-word abstract and executive summary) 

b. A survey of the literature in the area with references 

c. A description of the approach to be taken 

d. A description of the procedures involved (include sample size, sex, age, inclusion/exclusion criteria, etc.) 

e. Description of the technical methods to be used in data collection and analysis 

f. A statement of the applicant's experience in the area 

For further assistance in meeting requirements for ethical conduct in human research, please refer to http://www.assert-statement.org/.  A reviewer selected by the ACOS will review each proposal.  Each proposal submitted must address all issues outlined on the "Primary Reviewer Form." 

FIVE copies of a research proposal must be attached to the "Request to Review Research Proposal."  A sixth copy of the complete proposal including VA Form 10-9012 is required when drugs are used as part of the study, and must be given directly to Hesha Desha, R.Ph. Pharmacy Service (119). A seventh copy must be given to the Nurse Manager, if using the Clinical Translational Research Center (CTRC). 
2. Forms Required 

2. Request to Review Research Proposal 

2. VA Research Consent Form (VA-Form 10-1086) for studies involving human participants. 

2. Animal Component of Research Protocol for studies involving animal participants. 

2. Investigational Drug Information Record (VA Form 10-9012) for all investigational drug studies. 

2. Research Protocol Safety Survey (VA Form 10-0398). 

2. Conflict of Interest Statement (Form 10-1313-9). 

If you do not have the appropriate forms or have any questions, please contact Research Office at (716) 862-6525, (716) 862-6021 or http://vaww.visn2.med.va.gov/research/. 

3. Name of the Responsible VA Investigator
If the PI is a WOC (without compensation) employee, the name and signature of the responsible VA investigator must appear on the Project Support Form.

4. Curriculum Vitae
Please include an updated copy of your Curriculum Vitae. 

5. Deadlines
Fully completed proposals are due in the Research Office no later than the twentieth of the month prior to consideration by the committees in order to ensure sufficient time for scientific review of the project. 
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