Subject: Category A or B Device Trials

It is University policy that a Category A or Category B device trial for which charges will be billed to Medicare may not commence enrollment of participants without National Government Services (NGS, the local Medicare provider) approval.  Because NGS requires evidence of IRB approval of the trial before it will make a determination on reimbursement, the University has been required to institute procedures that will permit the IRB to approve the trial prior to the submission of a request for reimbursement approval, but not allow patients to be enrolled before NGS approval is granted.  

Details of those procedures, which are already in effect, may be found in the April 29, 2008 memo distributed by Gregory Culler on behalf of Dr. David Hirsh, Executive Vice President for Research, and Dr. Lee Goldman, Executive Vice President for Health and Biomedical Sciences.

Instructions for submitting the application to NGS for authorization of billing to Medicare may be found on the Medicare Monthly Review website at: http://www.ngsmedicare.com/NGSMedicare/PartA/NewsandPublications/MedicareMonthlyReview/2007-12ab/ab_inv.aspx. The submission to NGS must be signed by John Ennever, M.D. or Erika Stevens in the Columbia Clinical Trials Office.

If you have questions about the new procedures, please contact Brenda Ruotolo, Associate Director, IRB, by email at blr2102@columbia.edu or by phone at 212.342.1218.

