*Inclusive of institutional requirements implemented in response to the emergency/disruption.
Yes
No
No, no sponsor
No, sponsor does not have a plan 
· Coordinate with the study sponsor to implement the risk mitigation plan, ensuring all applicable institutional requirements related to the emergency are adhered to.
· Document the plan, communicate the plan with subjects, and notify parties, as applicable, as identified in Sections 2-5 of HRP-351 - WORKSHEET - Protocol-Specific Emergency-Disruption Risk Mitigation Planning.
No
 
 
Develop a detailed study-specific risk mitigation plan, considering the items included in HRP-351 - WORKSHEET - Protocol-Specific Emergency-Disruption Risk Mitigation Planning.
· Place study recruitment and study activities on temporary hold until normal business/research activities resume.
· Notify subjects, as appropriate, and document the emergency’s impact in the study records. 
· When necessary, report events resulting from the emergency as reportable new information, as described in HRP-103 - Investigator Manual.
 
 
 
Does the study                               have an external sponsor         AND do they have a risk       mitigation plan that addresses    the emergency?
Does the study offer the      potential for direct therapeutic benefit?
Is there justification to              continue the research, with modified procedures?
Open/Active Human Research Study
Can the study                            be conducted as written           under the current circumstances* caused by       the emergency?
No study-specific    risk mitigation plan needed.
Yes
Yes
No
Yes
HRP-108 - FLOWCHART - Study-Specific Emergency-Disruption Risk Mitigation Planning

