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CLINICAL RESEARCH PANDEMIC PLANNER
Complete this form for each ongoing and any new human participant research studies.  This form is to be retained in the Investigator Study File and available to the REB of record and or institution in the event of a pandemic.  This form should be updated as changes occur.  For details on Sunnybrook’s Code Orange – Flu Pandemic Policy for Research see section 20 Sunnynet - Code Orange-Flu Pandemic.
FULL STUDY TITLE:      
PRINCIPAL INVESTIGATOR:      
REB OF RECORD:      
REB PROJECT IDENTIFICATION NUMBER:     
CHECK IF APPLICABLE:

 FORMCHECKBOX 
  Multi-centre trial

 FORMCHECKBOX 
  Sunnybrook is the regulatory sponsor

 FORMCHECKBOX 
 Sunnybrook is the coordinating centre
 


	Participating Centre Name/Address/Phone
	PI Name

	
	

	
	

	
	

	
	


PANDEMIC ACTION PLAN:
With participant safety the priority, indicate which one of the following action plans will you implement and follow: 
 FORMCHECKBOX 
 Discontinue and close
 FORMCHECKBOX 
 Temporarily suspend to accrual (select below):

 FORMCHECKBOX 
 No patients currently on study
 FORMCHECKBOX 
 Patients on study will be transferred to Standard of Care treatment
 FORMCHECKBOX 
 Patients on study will continue on study intervention
 FORMCHECKBOX 
 Patients on follow up – schedule will be adjusted as safe/appropriate to situation

 FORMCHECKBOX 
 Continue full study activities including accrual and active intervention.  Justify      
 FORMCHECKBOX 
  Other:      
HOSPITAL RESOURCES REQUIRED:

Identify the hospital resources (i.e. clinics, beds, staff, labs, imaging, pharmacy) required for continued care of study patients:     
DESCRIBE THE INTERNAL RESEARCH TEAM PANDEMIC/EMERGENCY PLAN FOR THIS STUDY:

Consider the following for inclusion in the plan:

 FORMCHECKBOX 
 Relevant pandemic/emergency plans from sponsors and or granting agencies

 FORMCHECKBOX 
 Management plan for patients on study

 FORMCHECKBOX 
 Reporting of Serious Adverse Events

 FORMCHECKBOX 
 Contacting patients/participants (include location of patient contact information)
 FORMCHECKBOX 
 Study treatment/intervention un-blinding process
 FORMCHECKBOX 
 Referral of patients back to standard of care 
 FORMCHECKBOX 
 Safety follow-up 
 FORMCHECKBOX 
 Communication with sponsor regarding suspension or discontinuation of study 
 FORMCHECKBOX 
 Informing the REB of suspension or discontinuation of study

 FORMCHECKBOX 
 Restarting the study when suspension is lifted

 FORMCHECKBOX 
 Impact of cross hospital/campus patient and/or staff restrictions 
STUDY PERSONEL CONTACT INFORMATION:

Describe the plan in the event the investigators and/or research personnel are unable to come to work:       
Identify the names and phone numbers of personnel responsible for this study’s pandemic action plan: 

Primary contact: 
NAME:      


PHONE:      

Secondary contact: 
NAME:      


PHONE:      

Back-up #1: 

NAME:      


PHONE:     
Back-up #2: 

NAME:      


PHONE:     
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