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General Clinical Research Center Addendum


The General Clinical Research Center Branch of the NIH requires the following information to be provided.  This information is above and beyond the current requirements for the IRB.  The VA GCRC is following these guidelines as part of a policy to adhere to the National Center for Research Resources (NCRR) requirements and facilitate a future application for NIH support.

1.  Gender and Minority inclusion in research
Provide a description of the proposed study population in terms of gender and racial/ethnic group, giving an estimated percentage of each.  The investigator must explain what outreach program is being implemented to ensure appropriate recruitment.  If women, children, and minorities are not to be included in your project, a clear rationale for their exclusion must be provided. You can access the Targeted/Planned Enrollment Format Page at ftp://ftp.grants.nih.gov/forms/398_forms.pdf
(For illustration, please see the Addendum Examples File.)

2.  Data Safety and Monitoring
All protocols submitted for use of the VA GCRC must contain a Data and Safety Monitoring Plan.  This plan should be tailored to the potential risk to the subjects in the protocol and should be included within the body of the approved IRB protocol.  For Phase 1, 2, and 3 studies, it is appropriate to formulate a Data and Safety Monitoring Board (DSMB) comprised of individuals who will be charged with assessing unanticipated adverse events and interim analysis of data to determine whether early termination is appropriate or if subject risks are excessive and modifications in the consent process or the protocol should be considered.  For low risk projects, a description of how the investigator will report unanticipated adverse events to the IRB, the GCRC, and other federal agencies (FDA, CDC, etc.) may be sufficient. Additional information regarding this requirement and its implementation may be found at 

http://grants.nih.gov/grants/guide/notice-files/NOT-OD-00-038.html.  

(For illustration, please see the Addendum Examples File.)

3.  Other Support
     Include research support for the PI and co-investigators not applicable to this project. 

     The “Other Support” pages from NIH grant applications are appropriate for this section. 

    You can access the Other Support Page at ftp://ftp.grants.nih.gov/forms/398_forms.pdf
