Administrative Startup Fees

· PRC preparation, submission, query resolution (scientific committee) 

· IRB preparation, submission, query resolution, renewals, amendments 

· Regulatory document preparation, maintenance 

· IND safety reports, SAE submission to sponsor and IRB 

· Crafting IC and HIPAA, maintenance 

· Contract preparation and submission 

· Budget and negotiation, invoicing 

· Consultation time study personnel (site and sponsor), 

· Attendance at investigators’ meetings 

· Preparation for study: flow sheets, orders, education materials, staff in-services 

· Archive all records (i.e. Reg doc, Reg files, CRFs, shadow charts) at time of study termination 

