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CHAPTER 4. RESEARCH AND DEVELOPMENT INFORMATION SYSTEM
4.01 GENERAL

All regular R&D (Research and Development) repaytis incorporated in the RDIS (Research and Devednt
Information System). This system requires bothRiDIS Report from the health care facilities andiguic
reporting on R&D projects. RCS (Reports ContrainBpl) 10-0159 has been assigned to these reports.

The RDIS database provides the Office of the AasisChief Medical Director for Research and Depeaient
with information needed for managing the Reseamuth Bevelopment program and for responding to ineglir
regarding this program from other VA Central Offist@aff, Congress, Executive Branch offices, VA higators,
the scientific community and the general public.

4.02 RDISREPORTS

An RDIS report, part | and part 11, is requireghfreach health care facility that has received Ré&mling or in
which R&D projects are conducted. Instructionsiaseied on an annual basis.

a. When to Submit a Report. The reporting scleefdu the RDIS Report, part | and part 11, is@kws:

(1) RDISReport, Part 1. This component pertains to data which do not reqeird-of-fiscal-year information.
The following sections are reported annually by dhat5:

(@) Committee and Subcommittee Membership
(b) Research and Development Space
The following sections are reported whenever aedtigator's status changes:
(a) Investigator Data (page 18)
(b) Transfer or Resignation of R&D Investigatpage 19)

(2) RDIS Report, part Il. This component persdio data which require end-of-fiscal-year inforimat Part 11
data must be mailed annually to be received by Nipex 15. These data include:

(a) VA and Extra-VA Project Funding Data
(b) Project Summary Data

b. Where to Submit Report. All RDIS Report forms, VA Form 10-5368, are to bensto the BECC
(Biomedical Engineering and Computing Center) (1pMA Medical Center, 161 11 Plummer Street, Sepd;
CA 91343, with the exception of page 19, "TransfieResignation of R&D Investigator.” VA Form 10-38& to
be sent in duplicate to the Assistant Chief Medidakctor for Research and Development (15Bl), VAn€al
Office, 810 Vermont Ave, N.W., Washington, DC 20420pon VA Central office receipt, one copy of pddeis
forwarded to the BECC and the other is given toappropriate VA Central Office staff member in Rigilitation
Research and Development, Health Services Resaadcbevelopment, or Medical Research Service.

VA medical centers assigned to the Western RefjiResearch and Development Office or the Eastegidral
Research and Development Office are to submit RREfSort data through their respective office.

c. Distribution of the RDIS Report andInstructions
(1) VA Form 10-53681. RDIReport, Part 1: Instructions for the RDIS Report, Part |, are distred by the

BECC in January. This distribution will includéokank copy of each form and forms preprinted wilted
previously reported.
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(2) VA Form 10-5368, RDISReport, Part 11: Instructions for RDIS Report, Part 11, will be distited by the BECC in
September. This distribution will include a blaokpy of each form and forms preprinted with presigureported
information.

4.03 PROJECT REPORTS

VA Form 10-1436 is required for research involvvig facilities, resources, employees or patierAsProject Data Sheet
must be submitted to the BECC (151A) within 15 wiogkdays after the investigator begins work onghgject or after first
funding is obligated (whichever occurs first) amshaally thereafter.

a. Requirement for Project Reporting

(1) General. A VA Form 10-1436, Research and Development InfeionaSystem PDS (Project Data Sheet), is
required for every VA research and developmentgutoj This includes VA pro'ects funded entirely dostra VA funds,
projects which are under contract, and projectsvuich no centrally directed funds are providedhe Pprincipal investigator
must prepare a report at the initiation of eachguto annually thereafter until the project is coebg, and at its completion or
termination. Page 18 of the RDIS Report, VA For5B68, must also be submitted to the BECC if thiecjpal
investigator submitting a Project Data Sheet hapreviously been reported in the RDIS data base.

(2) VA Cooperative Studies. A Project Data Sheet is to be submitted only bydi@irperson of the study and is to be
submitted through the appropriate Cooperative $si@ioordinating Center.

(3) Projectswith Co-Principal Investigators. A Project Data Sheet is to be submitted by only aihtihe co-principal
investigators. The collaborators should decidectvitio-principal investigator will submit reports filne project. Inclusion
of identifying information for the other co-prin@pinvestigators) in Item 9 of the Pro'ect Data e3hgill ensure adequate
recognition of the fact that there is more than priecipal investigator involved in the project.

(4) Projects Under Contract. A Project Data Sheet for a Rehab R&D (RehabilitatResearch and Development)
Project supported by a VA contract will be prepabgdhe contracting officer's technical represewtabut reported under
the name and Social Security number of the VA w@ffidesignated as co-investigator. Page 18 shioelldubmitted to the
BECC if this person is not already in the RDIS dzdae.

(5) HSR& D Field Programs. A Project Data Sheet is required for any projeceiéng support from an HSR&D Field
Programs office. This includes LIP (Locally-Inigal Projects) and SDR (Service Directed Researcled?s). If the project
is conducted at several facilities, only the priatinvestigator of the project shall submit a BevjData Sheet.

b. Project Data Sheet Form. VA Form 10-1436 is used for reporting project datd@his form is designed to
accommodate the use of preprinted investigator dabeds which are provided for each investigatahm RDIS data base.

c. Whereto Submit Reports. Completed forms should be sent to: BECC (Biomedigagineering Computing Center)
(151A), VA Medical Center, 16111 Plummer St., Sgpdh, CA 91343. Only the original is required dirreports. Project
Data Sheets completed at VA medical centers assignthe Western Regional Research and Develop@iice or Eastern
Regional Research and Development Office shoukubenitted through their respective regional office.

The BECC encourages submission of reports threlegtronic mail or diskette. Specific instructiamsthese procedures
are available from the BECC.

d. Typesof Reportsand When to Submit

(1) Initial Report. An initial report is to be submitted within fifte¢a5) working days after the investigator beginskvo
on the project or after the first funding is obtigid, whichever occurs first. Generally only onpetyof report is marked on
the Project Data Sheet form. The only exceptioa ghort-term project in which the work has beemueted before the
initial project is submitted; e.g., a one-time wéea drug. In that case, the investigator shoplecHically state that it is a
completed short-term project in the abstract andkrath the "initial" and "final/completed" boxes.

(2) Progress Report. A progress report i be submitted annually in the anniversary montthefinitiation of the project.
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(3) Final/Completed. A final/completed report is to be submitted withis working days after a project is
completed.

(4) Final/Terminated. A final/terminated report is to be submitted witlis working days after a project has
been
terminated for any reason before completion. Ifkman a terminated project is resumed, a new Inigport with a
new project number appropriate to the investigajmoject number sequence must be submitted.

e. Transfer of Investigator. When an investigator transfers from one VA medicater to another and
continues work on an on-going project, the invedtig is to close the project at the original fagithy submitting a
final/terminated report and is to open the projattthe new facility by submitting an initial reportThe
final/terminated report should state that the itigagor has transferred to another facility. Thistfsentence of this
initial report must state that the investigator blaanged locations and must identify the previaadify and project.

f. Transfer of a Project. When a project is taken over by another investigate original investigator is to
close the project by submitting a final/terminatedort and the new investigator is to open theqatdpy submitting
an initial report. The first sentence of thisialiteport must indicate that the investigator ted®&n over the project
and must identify the previous investigator andgobnumber.

g. Narrative Content. The narrative content of each Project Data Sheletsted must be limited to 500
words. Reports with abstracts exceeding the 50@ Wit may be truncated upon entry into the cotepu The
narrative of each report (initial, progress, fioathpleted, or final/terminated) must include a ctatgdescription
of the project, since each progress or final repeptaces all previous reports submitted to theRidI the project.
The following information should be included in baabstract:

Objective of the project;

Research/development plan;

Methodology (techniques and major instruménia¢mployed); and
Findings, results, or conclusions reachedate.d

PobPE

The narrative for each basic science project nalst include a statement describing the projeaissiple
clinical significance. The final/terminated repfot a project must include only scientific reasémstermination.

Each project must contain at least three keywtwrddlow appropriate indexing. Keywords shouldskeécted in
accordance with the National Library of Medicinerifeted MESH (Medical Subject Headings). PDS's auith
appropriate keywords will be returned.

h. Responsibility

(1) Investigator. The principal investigator or one co-principal istigator is responsible for preparing Project
Data Sheets according to instructions containethimmmanual. The investigator must give careftérdton to the
professional quality and completeness of scientifiermation reported in the abstract.

(2) Research and Development Committee. The Research and Development Committee is resdensib
reviewing and approving each completed Project [Hteet prior to submission of the report to the BECThe
review should focus on the professional qualitynpteteness, and accuracy of the report's narrative.

(3) Research and Development Office. The Research and Development Office is respongiblenonitoring
the preparation and timely submission of all Projeata Sheets from each facility. This includesrdyiewing
identification information on each completed Pro'Bata Sheet (e.g., Social Security number, prawchber,
medical center number, etc.) and assuring thatitfdsmation is accurate; 2) assuring that the atare abstract is
accurate and complete; 3) assuring that names @alS®ecurity numbers of investigational sub'ecisndt appear
anywhere on the Project Data Sheet; 4) assuringtlleareports are properly collated prior to sulsiois to the
BECC; and, 5) at least three MESH keywords aredist

i. Incomplete Project Data Sheets. Those without keywords will be returned.
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4.04 OBTAINING PROJECT REPORTS

Requests for project information on a particul&CRsubject area should be submitted either in wngitio the
ACMD for Research and Development (15B), VA Centtdfice, or by completing the appropriate form ¢ t
Research and Development Electronic Mail Systemforination available is in accordance with the imituse
statement as published in the Federal Registe’s@icho. 136, July 16, 1985, p. 28567).
4.05 TRANSFER OR TERMINATION OF RESEARCH PROGRAM

a. The ACOS/R&D or C/R&D initiates a notice to \@entral Office within 15 days after a principal
investigator:

(1) Resigns or is separated from the VA.
(2) Transfers to another VA facility, or changesployment status to less than 5/8 time.

(3) Leaves the VA R&D program for any other reaso

b. Two copies of RDIS Report, part 1, page 19 bé submitted to ACMD for Research and Development

(15BI), VA Central Office. This notice is transieitl through administrative channels to appropil® service in
VA Central Office.
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