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Potential Temperature Excursion Documentation and Evaluation Form
Please store the affected Investigational Product in quarantine maintaining the appropriate temperature range until further instruction is received from Clinical Logistics to ensure that affected IP are not allocated to patients while in quarantine for evaluation.
Temperature Excursion Number (Issued by Clinical Logistics):_____________________________

	Section I:  To be Completed by the Clinical Study Lead (CSL), Contract Research Organization (CRO), Investigational Site, or Medical Operations Manager (MOM)
Please submit form to:  clinical.logistics@regeneron.com

	Protocol Specific Information

	Protocol Number:  RECOVERY
Sites should submit the completed form to recoverytrial@ndph.ox.ac.uk 
  
	Investigational Product(s) Name and dosage form (vials, syringes, capsules, etc…):  REGN10933 20R vials & REGN10987 20R vials

	Affected Investigational Product Kit Number(s) and associated Lot number(s) for this evaluation:       

	Name and Contact information of Principal Investigator, Sponsor Investigator, as applicable:

	Reporter’s Name:       
Date Reported (ddmmmyyy):      
	Principal Investigator’s name:       

	Telephone Number:       
	Address:       

	Email address:       
	Site Number:       

	Potential Temperature Excursion Information:  Check “°C” or “°F” based on the unit of measure

	Date(s) Temperature Excursion Occurred
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	Highest Temperature Reached 
	             °F °C  

	Total time above high temperature limit
	             (days/hours/minutes)  M H  D 

	Lowest Temperature
	             °F °C  

	Total time below low temperature limit
	             (days/hours/minutes)  M H  D 

	  Transit Excursion: Attach Packing List and Temperature Chart

	Shipment Order/Consignment Number:       
	Temperature Recording Log ID Number:      

	  Site Storage Excursion: Attach Temperature Monitoring Logs

	Section II:  To be Completed by Regeneron Clinical Logistics

	Affected Investigational Product Kit Number(s) and associated Lot number(s) with previous evaluations:       

	Kits Approved for use:
	     

	Kits not approved for use:
	     

	Comments 
	     

	Approved By: 

	     
	     
	     

	Print Name and Title
	Signature
	Date (DDMMMYYYY)
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