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Committee members:


Research Director


Operations


Finance


Medical Director


Regulatory


Contracts


New Study


Regulatory receives new study submission in Research Mailbox 


Regulatory enters study into system, assesses study for completeness;  if complete, sends to Admin


If incomplete, Regulatory sends request to PI and coordinator


Admin populates RRC agenda, distribute docs:  Protocol, ICF, BCT, HIPAA, IRB Protocol, Checklist


Expedited Review:  MD  and ROM, any study with no ICF


Full Committee Review: RRC members assess docs,   complete New Study Protocol Review Checklist


RRC members forward their comments to Admin for distribution to entire RRC


RRC meets, discusses, votes


 RRC Chair prepares response to PI


Admin sends response to PI and Coordinator 


ROM addresses any questions by PI and routes questions to appropriate KOHRC staff.  


ROM receives edited documents and reviews for final approval 





Site Surgical Services


Review study documents for impact and costs for surgical services





Purchasing 


(Purchasing review turn around within? _days)


Review and negotiate business terms (price, shipping/handling, inventory) with Vendor


Approve Purchase of Investigational Device for Hospital


Forward purchasing redlines to LSG 


send approval email to RC





Operations


Send ICF to Corp. Responsibility for compliance review, include FD for all non UL PIs and staff


Queue Finance to review ICF Cost section and Subject Injury language














TRIA/MIRA from OIC or BRAAN submission sent to Research Mailbox. 


 Submission of study from site or WIRB to regular email








Site Pharmacy


Review study documents for impact and costs for any pharmacy services 





Regulatory


Check CTMS to see if already entered


Enter Study into CTMS


Pull Documents from IRB (BRAAN only)


Save to V Drive


Print and File documents in Compliance Folder


Add study to All Trials in Review Report


Create a folder in the Research Mailbox


Email the team notification of new study


Assess documents for completeness using Checklist


Notify site of outstanding documentation





Corporate Responsibility


Review of ICF for compliance with:


HIPAA


Conflict of Interest


Ethical and Religious Directives


Determines if MAC approval is required 





Site Nursing


Review study documents for impact and costs for any nursing services 








Finance


Issue research pricing for ancillaries


Onc/JPG-Prepare budget


Insert financial information into draft agreements


Review all study documents for costs, Subject Injury language and hidden costs


Obtain Final budget








KEY


LSG-Legal Services Group		 RNF-Research Notification Form


FIA-Final Institutional Approval         JPG-Jewish Physicians Group


FD-Financial Disclosure		 RC-Research Center


MAC-Medicare Administrative Contractor   


ROM-Research Operation Manager	  RD-Research Director


MD-Medical Director		  ICF-Informed Consent Form


CM- Contract Manager

















Contracts


Regulatory prepares and provides contract packet to CM.  Packet  includes:


Protocol, sponsor template and site ICF(s), all applicable legal documents, and draft budget


 CM negotiates contract(s) with sponsor. Send  redlines to sponsor/OIC. 


CM finalizes contract terms. 


CM provides Finance with the appropriate sub-contract, so that Finance may populate financial terms.


If applicable CM, sends Consignment/Vendor agreements to Purchasing




















KEY


LSG-Legal Services Group	                      RNF-Research Notification Form


FIA-Final Institutional Approval              JPG-Jewish Physicians Group


FD-Financial Disclosure		      RC-Research Center


MAC-Medicare Administrative Contractor


ROM-Research Operation Manager	      RD-Research Director


MD-Medical Director		      CM- Contract Manager	











Regulatory


Changes status of study to Active in CTMS


Removes from review report


Update V Drive








LSG


(Legal review turn around 10 business days)





Final Approval


Resource as needed (legal research, acceptable terms)





 Finance


Establish UMC T-account 


Build CTMS Financial Information





Contracts


Save copy of all contracts to the V Drive  





Operations


Issue FIA with RNF and if applicable attach MAC Approval Letter 


Save FIA to V Drive








Operations


Prepare COO cover sheet and obtain Institutional signature


Complete RC checklist  to determine if FIA can be issued 


 Ask Leslie to create RNF and apply for MAC approval if applicable








2



           5.13.13 jm

