Guidelines on Students Involved with Research

It is the policy if the Research Department that every research project conducted under the approval of the VA IRB is required to have a VA responsible investigator.  All students must be enrolled in an affiliated institution, and their involvement should be under the direct supervision of the Principal Investigator.  The role proposed for a student in an IRB-approved research project – and the training the student has received in order to perform that role – need to be detailed in the original proposal or in a subsequent memo and approved as part of the IRB review.  In general: 

· A student may not be the sole staff member explaining a research study to a participant/legal guardian – or in obtaining informed consent – if the study involves any interventions or involves more than minimal risk;

· A student who has access to either the participant or his protected health information must complete all required VA research training, which includes the good clinical practice web-based course;

· If the study is not part of routine course work at the affiliated institution, a student is required to have a WOC appointment.

A students may be directly involved in a VA clinical research study if:

· The student has been involved with the design and analysis of the study, i.e. a Master’s or Doctoral project, and the project has been approved by the student’s advisory committee at the affiliated institution;

· It is anticipated that the student will have long-term involvement with the project;

· The VA responsible investigator accepts responsibility for the student’s involvement in the project and any outcomes;

· The VA responsible investigator has indicated in the original proposal, or has sent a memo to the IRB detailing the proposed student’s involvement in the project and the reasons for that involvement, and the chair of the IRB has approved it;

· The student has completed all required VA research training.
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