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 the paperwork required to submit a research protocol to the Research and Development (R&D) Committee. Please refer to the Stratton VA research web site for further information. The web site includes a checklist indicating required forms for each committee, allows downloading of forms, and has information about research subcommittees http://www1.va.gov/visns/visn02/research/albany.html. 

THE P.I. MAY NOT BEGIN THE RESEARCH UNTIL HE/SHE HAS RECEIVED APPROVAL FROM ALL NECESSARY SUBCOMMITTEES AND FINAL WRITTEN APPROVAL FROM THE R&D COMMITTEE.

I.  INITIAL PROCEDURE

The Principal Investigator must have a Stratton VAMC appointment (may be WOC). If submitting a Merit Review, the P.I. must have at least 5/8th   appointment when funding begins. Research conducted at non-VA locations may require an off-site waiver from VA Headquarters.

The research submission packet should be submitted to the Research Office in Room 603A or 604A. The staff will review the packet for accuracy and completeness, and will notify the contact person, if necessary, to make corrections. You may contact the following individuals for questions related to a specific committee as follows:


R&D Committee: contact Jessica Capeci at 626-5626


Human Studies: contact Jessica Capeci at 626-5626

Animals: contact Robin Krause at 626-5624

Bio-safety: contact Robin Krause at 626-5624

Radiation Safety: contact Kristine Cipperly at 626-5586
II.  PROTOCOL SUBMISSION PACKET INCLUDES:

A.  NEW PROTOCOL SUBMISSION FORM

The New Protocol Submission Form must be fully completed including signatures of the Principal Investigator, Co-Principal Investigator, Co-Investigator(s), Sub-Investigator(s), Research Staff Member(s) and Care Line Leaders or supervisors as appropriate. All individuals involved with performing the research must have the appropriate credentialing, qualifications, and training required for conducting their parts of the research. Please refer to the Credentialing Policy on the research website.

B.  ABSTRACT

A typed abstract on a separate sheet of paper must be included along with an electronic copy (labeled disk).  Indicate ABSTRACT at the top of the page with the PI’s name, protocol title, and date. The abstract should be single-spaced, 10 font size, and less than 500 words. Do not underline, italicize, right justify, or use superscripts, subscripts, Greek symbols or letters, as these are not accepted when the data is transmitted in the VA Research Data Information System (RDIS). The Abstract must 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 (pharmaceutically or cooperative group sponsored clinical research protocols usually include all required information):                                                



1.  Rationale  

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

b. Statement of the primary and secondary (if applicable) hypotheses.  These statements should be quantitative when possible, (i.e.:  “Treatment of patients with peripheral arterial disease with warfarin reduces the likelihood of death at three years by 25%.”)

c. Summary of the specific objectives and timetable for achieving them. The specific objectives should be directly aligned with and designed to answer the hypotheses.

d. Statement of the significance of the research.

e. Relevance of the proposed work to the DVA patient care mission.



2.  Background

This must be succinct but comprehensive. Include a critical evaluation of existing knowledge, and specifically identify the gaps that the project is intended to fill. Cite pertinent references including those with conflicting evidence. 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 that led to this project.



4.  Research Plan (work proposed)

Submit a detailed orderly (should follow the specific objectives) and scientific description of the intended research. This should include the study design, procedures, and principal variables or outcomes to be measured. Include anticipated time lines for the various procedures. 

Summarize statistical considerations including the anticipated statistical analytic plan, the risk of Type I and Type II errors, and 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.

The following additional information must be included for research involving humans. 

A. Describe the justification for involving humans.

B. Define the study population – including whether minorities and women will be included. Describe how subjects will be identified (review of medical records or hospital database, advertisement, previous research participation). Indicate whether the study will be done on VA inpatients, outpatients, employees, volunteers, healthy individuals, and/or non-VA patients. All advertising materials such as posters, flyers and letters to participants must be submitted for IRB review and approval prior to use. 

C. Define the number of individuals and justification for the sample size.

D. Describe specific inclusion and exclusion criteria for selection of participants.

E. Describe all procedures that involve the human research participants. This should include randomization procedures, administration of and blinding of study drugs, other drugs that may be administered, amounts of blood to be drawn, and tests to be obtained. All procedures should be described including those that outside the research would constitute standard clinical care. There should be a clear delineation of what interventions are being done strictly for research, and what interventions are done as part of standard care. If questionnaires, non-standard rating scales or other materials, surveys, diaries, or pamphlets are to be used, include copies.

F. List the potential benefits (including benefits to the individual participants, to the population from which the participants are drawn, to science, or to society in general), and risks (including psychological; social; physical; economic; financial – will participation result in extra costs, loss of insurance, or employment; confidentiality; and legal  -- i.e. reportable illegal behavior, drug use, sexual behavior, alcohol use). Describe procedures to minimize risk, including less risky alternatives.

G. Describe circumstances that might lead to early withdrawal of participants, and implications of such early withdrawal and plans for follow-up.

H. Describe a plan for adverse event and unanticipated problems involving risks to subjects or others reporting (all deaths irregardless of their relationship to the research, and all serious and unexpected adverse events must be reported to the research office within 5 days of the PI learning of the event). For strictly observational studies that involve “no-more-than minimal risk”, the PI may want to indicate, as appropriate, that only adverse events clearly related to the research (i.e. breach of confidentiality) will be reported. The PI should indicate an ongoing plan to “monitor” adverse events to assure that the risk-benefit ratio of the research remains favorable for continuation of the research. Most clinical trials involving external sponsors will have a Data Safety Monitoring Board (DSMB) for this purpose. For larger investigator initiated clinical trials, the PI should strongly consider having a DSMB.

I. Indicate if research participants will be paid. If so, the method of payment, amounts, schedule of payments, and if payments will be pro-rated for study visit completion. 

J. Indicate any extra costs to participants for participating in the research such as fees or co-payments for extra lab tests, procedures, or visits required by the research that would not normally be required for treatment. Describe if the subject’s insurance will be billed for research related costs.

K. Define how the confidentiality of data and privacy of research participants will be protected during and after participation in the research study (i.e., coding procedures; storage of and access to identifying data; when data will be destroyed; will a Certificate of Confidentiality be obtained).

L. There are specific VA and New York State guidelines for studies that involve any tissue or specimen banking or genetic research. The Stratton VAMC Research Office memorandum “Banking Research Subjects’ Tissue Specimens” should be referred to for information.


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.

6. List of Literature Citations/References
D. INVESTIGATOR DATA FORM - 10-5386 (Page 18 - Promise Database System)
This form is required for all new Principal Investigators and must accompany the completed protocol submission packet. It is not required for other research staff involved with the project. If a PI has submitted an Investigator Data Form to the Research Office for another study, it is not necessary to submit it again.
E. CONSENT FORM
This form is required for most research involving humans. The template for the research consent form can be downloaded from the research web site.

F. HIPAA AUTHORIZATION OR WAIVER FORM
A HIPAA authorization or waiver is required for all research involving protected health information. Forms can be downloaded from the research web site.

G. INVESTIGATORS BROCHURE AND INVESTIGATIONAL DRUG FORMS
An investigators brochure must be included for research involving investigational drugs. Also, FDA form 1572 and VA form 10-9012 must be submitted. These forms can be downloaded from the research web site.
H. CONFLICT OF INTEREST DISCLOSURE FORM (human subject research only)
Conflict of interest disclosure forms must be filed for all local principal, co-principal, co- and sub-investigators, and research staff members involved with conduct of the research. These forms can be downloaded from the research web site.

I. RESEARCH GRANT OR ESTIMATED BUDGET
The estimated budget for applications for funded research must be included for review. Please review the budget with Christine Wood, Administrative Officer-Research (D638).

J. CURRICULUM VITAE (C.V.) OR RESUME
The PI, Co-PI(s), Co-investigator(s), Sub-investigator(s), and Research Staff Member(s) must submit a current C.V. or resume with each submission packet.

K. RESEARCH INVOLVING ANIMALS OR BIOHAZARDS
All research involving animals must be reviewed and approved by the Stratton VAMC Institutional Animal Care and Utilization Committee (IACUC). The Stratton VAMC Subcommittee on Research Safety and Biosafety (SRSB) must review all research involving biohazards or chemicals. Instructions and forms for both committees are available on the research web site. The Radiation Safety Committee must review all research involving radiation in any form. Please contact Kristine Cipperley, Stratton VAMC Radiation Safety Officer, at 65586 for further information.

L. STUDY MONITOR VISITS

The Principal Investigator is responsible for notifying the ACOS/R of all monitoring visits by any outside agency for any research study.  The study monitor must report to the Research Office prior to beginning the monitoring visit and sign the sign-in sheet.  The study monitor must be under the supervision of the PI or coordinator during their visit. At the conclusion of the monitoring visit, the study monitor must have an exit interview with the ACOS/R or designee.  Any follow-up correspondence received from the sponsor or study monitor must be copied to the ACOS/R. Refer to ACOS Memos, “Study Site Monitor Visits”, on the research website.
   M. CREDENTIALING

         Qualifications of employees who conduct research must be validated. (For those individuals        
 conducting human subject research, refer to the credentialing policy on the research website.)
III. REVIEW PROCESS:
All research must be reviewed and approved by the appropriate R&D sub-committee(s) (i.e. all research involving humans must be reviewed and approved by the Stratton VA Institutional Review Board (IRB), research involving animals by the IACUC, and research involving biohazards by the SRSB) prior to R&D review. Committee schedules and submission deadlines are posted on the web site. For R&D review, the protocol(s) will be sent to two primary reviewers prior to the meeting. The PI is encouraged to suggest potential reviewers. A notification of R&D and subcommittee action on the protocol, along with reviewer comments as appropriate, will be sent to the PI after the meeting at which the proposal was reviewed. Investigators may be asked to attend the R&D or subcommittee meeting to discuss the reviews.
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