This document is intended for the use of the DCP Consortia staff conducting cancer chemoprevention studies under contract with the NCI/DCP. _____________________________________________________________________________________________________________________

SUMMARY OF REPORTING RESPONSIBILITY FOR SERIOUS ADVERSE EVENTS (SAE)
	Timeline
	Consortium Lead Organization (CLO) report to:
	Participating Organization (PO) report to:
	Action Completed

	1. Initial  contact by phone – within 24 hours* 
	· DCP Medical Monitor 


	· DCP Medical Monitor 


	 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No

 FORMCHECKBOX 

N/A

	2. Written report – within 48 hours*
	· DCP Medical Monitor 

· DCP Regulatory Contractor
	· DCP Medical Monitor 

· DCP Regulatory Contractor 

· CLO
	 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No

 FORMCHECKBOX 

N/A

	3. Follow-up as stated in the protocol 
	· DCP Medical Monitor 

· DCP Regulatory Contractor
	· DCP Medical Monitor 

· DCP Regulatory Contractor 

· CLO
	 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No

 FORMCHECKBOX 

N/A


*Timing is based on the site’s knowledge of the event. 
Reporting SAEs to Other Institutions:

· The CLO and/or PO will comply with all regulatory requirements related to reporting SAEs to the IRB/IEC.
· The CLO will follow all regulatory requirements for distributing SAE reports to other institutions within the Consortium.
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