SAMUEL S. STRATTON DEPARTMENT OF VETERANS AFFAIRS MEDICAL CENTER GUIDELINES FOR PREPARING A RESEARCH PROTOCOL

These guidelines are to assist the Principal Investigator (PI) in completing all of the necessary paperwork required to submit 
a research protocol for approval to the Research and Development (R&D) Committee. The guidelines are for research projects that are to be done at the VAMC and/or affiliated institutions. The R&D Committee must review and approve all research. The research cannot begin until the PI receives a final written approval letter from the R&D Committee.

I.  INITIAL PROCEDURE

A staff member from the Research Administrative Office will meet with the PI to go over the research submission packet and direct the PI to the following staff for further assistance, if applicable:


Human Studies: contact Pamela Turner at 626-5624 or Patricia Bayhan at 626-5626.

Animals: contact Michelle Meyer at 626-5623.


Bio-safety: contact Barbara G. McLaren at 626-5617.


Radiation Safety: contact Kristine Cipperly at 626-5586.


R&D Committee: contact Barbara G. McLaren at 626-5617. 

II.  PROTOCOL SUBMISSION PACKET TO THE VA R&D COMMITTEE INCLUDES:


A.  NEW PROTOCOL SUBMISSION FORM

The Principal Investigator must be an employee of the Stratton VAMC or have without 

compensation (WOC) status. If submitting a Merit Review, the P.I. must have at least 5/8th   appointment when funding begins. All collaborating arrangements (Memorandum of Understanding – MOU) must be finalized prior to the submission of the research protocol to the Research Office. All sections of the Submission Form should be completed, including signatures of the Principal Investigator, Co-Principal Investigator, Co-Investigator(s), Sub-Investigator(s), and Care Line Leaders. 


B.  ABSTRACT

A brief, typed copy of the Abstract, on a separate sheet of paper, must be included in the packet, along with a labeled disk copy.  Indicate ABSTRACT at the top of the page with the PI’s name and title of the protocol.  The date and page number must be at the bottom of the page. The Abstract should be typed single-spaced, font size of 10, and not more than 500 words. Do not underline, italicize, right justify, or use superscripts, subscripts, Greek symbols or letters. We cannot use these when transmitting the data into the VA Research Data Information System (RDIS) or Promise. The Abstract should be organized with the following headings:



1.  OBJECTIVES 



2.  RESEARCH DESIGN



3.  METHODOLOGY



4.  CLINICAL RELEVANCE


C.  RESEARCH PROTOCOL

The exact title of the research protocol must be used consistently on all research forms. 

The research protocol should include the following:                                                  



1.  Rationale  

a. A brief statement of the problem to be investigated.

b. Statement of the primary and secondary hypotheses.  Whenever possible, these  statements should be quantitative.  Example:  ‘Treatment with warfarin reduces the likelihood of death at three years by 25% in patients with peripheral arterial insufficiency.” The primary hypothesis will provide the basis for determining the required number of subjects, measurements, etc.

c. Summary of the objectives and timetable for achieving them.

d. Statement of the significance of the research.


e. Relevance of the proposed work to the Department of Veterans Affairs patient care mission.



2.  Background

This must be succinct but comprehensive. All pertinent references should 

be cited and in some cases, (e.g., where earlier studies have produced conflicting evidence) it will be necessary to cite these studies and offer a rationale for conducting the proposed study.  For studies designed to compare or evaluate therapies, there should be a statement of the relative advantages or disadvantages of alternative modes of therapy.

3.   Work accomplished by P.I.

Describe past experimental or clinical findings accomplished by the PI, which led to this project.


4.   Research Plan (work proposed)

Submit an orderly and scientific description of the intended research and procedures.  Include the length of time for various procedures and frequency of repetition. 
For research involving humans, describe any manipulation that may cause discomfort or inconvenience, doses and routes of administration of drugs, amounts of blood to be drawn and plans for follow-up.  If questionnaires or non-standard rating scales are to be used, include copies. All procedures should be described, including those procedures, which outside the research would constitute standard clinical care.  

The primary hypothesis should define the clinically or scientifically significant result.  Specify the risk of Type I and Type II errors, and indicate the number of subjects, measurements, etc. required for the research.  Describe how the results will be expressed/presented, and indicate what methods will be employed to determine statistical significance.



5.   Resources and Specific Location of Study

Describe facilities, services, and personnel required for the project.  Note which are available and which must be obtained to complete the study. For research involving humans, clarify whether the study will be done on VA inpatients, outpatients, volunteers or non-VA patients. Research conducted at off-site locations may require prior approval from VA Headquarters.


6.   Probable Duration of the Project

Estimate the time required to complete the entire study.  For research involving humans, Institutional Review Board (IRB) approval is required at minimum once every 365 days.  In some cases, the IRB may require more frequent reporting depending on the risk associated with the study.



7.   List of References


D.   INVESTIGATOR DATA FORM (page 18) for the Promise Database System  

This form should be completed only by the Principal Investigator and submitted to the Research Office with the completed protocol submission packet.  If you have submitted the Investigator Data Form to the Research Office within the past year, you do not have to fill it out again.  Completion of the Personal Data Form is optional.


E.  CURRICULUM VITAE (C.V.) OR RESUME
The PI, Co-PI(s), Co-investigator(s), and Sub-investigator(s) have to submit a current C.V. or resume with the submission packet.  Do not submit a C.V. or resume if one is currently on file for the year.  The C.V. or resume has to be updated annually.

III.  REVIEW PROCESS:
The Research and Development (R&D) Committee must review every research protocol. The R&D Committee meets on the third Friday of each month with occasional exceptions. Prior to the R&D meeting, the protocol(s) will be sent to two reviewers for an ad hoc review.  The PI is encouraged to suggest potential reviewers. A copy of the reviews will be sent to the PI after the R&D meeting for modifications if necessary.  Investigators may be asked to attend an R&D meeting to discuss the reviews.

THE P.I. MAY NOT BEGIN THE RESEARCH UNTIL THEY HAVE RECEIVED APPROVAL FROMALL THE NECESSARY SUBCOMMITTEES AND FINAL WRITTEN APPROVAL FROMTHE R&D COMMITTEE.
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