APPROVAL TO CONDUCT RESEARCH WITHIN THE SOUTH TEXAS VETERANS HEALTH CARE SYSTEM

LOCAL APPROVAL PROCEDURES

All research activities conducted within the South Texas Veterans Health Care System must be pre-approved by the facility’s Research and Development Committee. 

Eligibility to Conduct Research.  All research principal investigators and their research staffs conducting research activities within the South Texas Veterans Health Care System must maintain either (1) a VA-salaried or (2) a VA Without Compensation (WOC) appointment.  The principal investigator is responsible for insuring that all project staff have current appointments.  Documentation confirming WOC appointments of all participants will be required when applying for research approval.  The Office of Research and Development should be contacted for the current research WOC application packet, Q202, X15991.

Application Materials

All application materials are available on the STVHCS Research Service web site. Electronic or hard copies may also be obtained by contacting the Research Office, Q202, X15390 or X15523.  

     Non-VA funded proposals.  Applicants wishing to submit a proposal for approval must complete all required documents prior to submission.  Available on the web site in the Forms section is The Checklist for Proposal Submissions available in the Forms section of this web site should be used to insure all documents are included.  All required forms are also included in the Forms section.  

     VA-funding proposals.  Included in the VA-funded Research Programs of the web site are links to the Central Office policy documents that provide the instructions for proposals for the various VA funding programs.  The forms required for these submissions are also included in the Forms section of this web site.  The Request for Review form must also be included with all funding proposals.  

Submission Dates

Complete proposals are due in the Research Office not later than the first Monday of the month (or following Tuesday if Monday is a holiday).  Proposals received after that date will be reviewed the following month.  This allows time for the scheduling of any required subcommittee reviews and reporting back to the R&D Committee members.   

Referral to VA Research Subcommittees

The Research Office will forward the proposal to the R&D Committee, the VA Institutional Animal Care and Use Committee, and the Subcommittee for Research Safety.  The recommendations of the subcommittees will be provided to the investigator and the R&D Committee.  The R&D Committee cannot approve a project unless the project has been approved by all applicable subcommittees.

Other Required Pre-Approvals

A research project may also need the approval of other committees before it can be approved by the R&D Committee.  The Research and Development Committee will not review a protocol that has been disapproved by a subcommittee.  Submission of a protocol to these committees is the responsibility of the investigator.  

If human subjects are involved, the Institutional Review Board review must be obtained prior to Research & Development Committee consideration of the proposal.  The Institutional Review Board at the University of Texas Health Science Center at San Antonio serves as the R&D Committee's Human Studies Subcommittee, reviewing proposals to insure the welfare and rights of human subjects.  A link to the UTHSCSA Institutional Review Board web site is included in this web site under Human Subject Research.  The IRB website provides current instructions and human research subject guidance for investigators and their staffs.

If isotopes will be used, approval must be obtained from the Radiation Safety Committee.  Application must be made through the Radiation Safety Office.  If the isotopes will be used at UTHSCSA, approval must be obtained from the UTHSCSA Radiation Safety Committee.

If animals are to be used or housed at UTHSCSA, approval must be obtained from the UTHSCSA Institutional Animal Care and Use Committee/Laboratory Animal Resources.

If a biohazardous agent is to be utilized at UTHSCSA, approval must be obtained from the UTHSCSA biohazard committee.

If support of another hospital service is required, the investigator must indicate the required support on the Clinical Impact Statement and obtain approval from the pertinent service indicating that the requirements of the proposal can be met or indicating any exceptions.  The investigator should provide a copy of the Clinical Impact Statement with the proposal to the service involved in sufficient time for their review and completion of the statement prior to the R&D Committee meeting.

Research and Development Committee Review/Approval

      The R&D Committee is responsible through the Chief of Staff to the Director for maintaining high standards throughout the hospital's R&D program.  These standards include assuring the scientific quality of the R&D projects, protection of human research subject welfare and rights, laboratory safety, and welfare of animal subjects.  The Committee advises the Director on professional and administrative aspects of the R&D program.  All R&D activities within the hospital, whether funded or unfunded, are within its purview.  Any research utilizing VA resources (e.g., personnel, facilities, equipment, patients, records) requires R&D Committee approval before the research can be initiated.

      Notification and Approval.  The investigator will be advised of the Committee's decision.  If approval is withheld pending compliance with specified conditions/stipulations, the investigator must respond to the R&D Committee with documentation that of actions taken to comply with the stipulations.  Approval to start the research will be granted only after the Committee determines that all stipulations have been met.  If the stipulations have not been met within six months, the committee's pending approval will expire.  The investigator must submit a new protocol for R&D review if he wishes to pursue the protocol after the six-month expiration.  If changes in a protocol or consent form are required after IRB review, it is the responsibility of the investigator to request these changes through the IRB.  A study cannot be initiated without final IRB approval of the changes.  If the proposal is submitted for VA funding, the results of the Central Office review will be sent to the investigator upon receipt

Annual Review and Continued Approval

Prior to the approval anniversary, the Research Office will send the investigator the information for the annual progress report.  The investigator must provide an updated progress report on the project including confirmation of project staff.  Upon receipt of the completed progress report, the Research Office staff will verify project staff appointments, current human research training status, exclusionary list checks, and credentialing verifications.  When all verifications have been completed, the progress report is scheduled for review at the next R&D Committee meeting.   

Changes
      Change of Principal Investigator.  The principal investigator cannot be changed without the approval of the R&D Committee and the Institutional Review Board or Institutional Animal Care and Use Committee.  The investigator should submit a memo to the R&D Committee requesting the change of investigator, with a copy of the IRB approval if human research is involved.   The request to change principal investigator on animal studies should be submitted to the Research Office. 

      Change in Procedures.  No changes in a protocol may be made without the approval of the R&D Committee and the Subcommittee for Human Studies (IRB) or the Institutional Animal Care and Use Committee.  For human studies, the investigator should submit a copy of the change and the IRB approval memo to the Research Office.  For animal studies, the modification request with required documentation should be submitted to the Research Office.

Final Reports

A final report should be submitted to the Research Office to close out the project within the VA system when the project has been completed or terminated.   This project closeout can be done when the annual project update request is received or the investigator may request the project progress update form from the Research Office to close out the project.  Final reports must be submitted to the Research Office on all active projects prior to an investigator's departure from the institution.
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