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CDA and Review Process: (goal - 6 weeks)


   ● CDA execution


      Signed by Executive Director for all PIs


   ● Acquisition of full, final Protocol


   ● Clinical Working Group Committee Review 


   ●  Protocol Review and Monitoring Committee  


       (PRMC)


                                                                                                                            





Kathy Anderson


Clinical Trials Assistant
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PRMC Approved Trials: (goal - 4 weeks to IRB)


   ●  Assignment of Regulatory Coordinator 








   ● Feasibility Questionnaire & Site Selection                                 						      �


                                                                         


                                                                                








Nicole Stephens, Regulatory Manager � HYPERLINK "mailto:nstephens@salud.unm.edu" ��nstephens@salud.unm.edu�


(505) 925-0350





Kathy Anderson


� HYPERLINK "mailto:kanderson@nmcca.org" �kanderson@nmcca.org�    (505) 272-7813





 











Study start-up/regulatory packet 


   ●  Budget & Contracting      


              


                                                                                                                                     


   ●  IRB submission (Western IRB or local IRB)


   ●  Imaging Certification/Questionnaires                                                                                                          						      �                   


       





Teresa Stewart, Executive Director � HYPERLINK "mailto:tstewart@nmcca.org" ��tstewart@nmcca.org�    (505) 925-0367











Study-specific Regulatory Coordinator or Study Start up Specialist








IRB Approved trials: 


   ●  Site initiation visit - scheduling


   ●  Study amendments (including Imaging/Path)


   ●  Investigator Brochures


   ●  Accrual holds, closures


   ●  Safety report management


   ●  Study closures   





   ●  Schedule monitor visits at participating sites 


       and NMCCA regulatory office


  


   ●  IVRS Training & patient registrations


   


   ●  Patient data queries








   ●  Specimen shipments                                                 


                                                                              �


                                                                                      


                                              


                                                                                      








Study-specific Primary Regulatory Coordinator 




















Research Nurse Coordinator, Data Coordinator and Regulatory Coordinator
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Research Nurse Coordinator, Data Coordinator





Laboratory Tech








General study correspondence








                                                                                                                                           











PI cc: Research Coordinator, Regulatory Coordinator and Regulatory Manager











