Are you budgeting for these items? Conducting a study is much more than just the study visits!
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· IRB submission – initially & ongoing renewals
· IRB and CRU fees (if applicable)
· Budget & contract negotiation
· Source document development
· Development and implementation of study- specific education (SOP’s, in-services)
· PI meeting(s)
· Ordering supplies
· Site initiation visit(s) (local or centralized)
· Pharmacy (drug, drug storage, accountability)
· Supplies (usual, study specialized items, equipment)
· Participant Remuneration (parking, meals, travel)
· Data Entry (electronic or paper CRF, database)
· Recruitment & retention of subjects (chart review, print advertising, flyers, newsletters, “thank you’s”)
· Study delays
· Protocol amendment management
· Serious Adverse Event management
· Unplanned volunteer visits
· Conference calls between sponsor-CRO-study staff
· Close-out activities
· Queries (duplicate, excessive, after study closed)
· Document storage (archiving)
· Audits (unless “for cause”)
· FDA
· Sponsor
· Quality Assurance Division 

