INVESTIGATIONAL PRODUCT (IP) STORAGE TEMPERATURE EXCURSION REPORT

Completion Instructions  
· In the event of any temperature excursions noted in the storage of the Investigational Product (IP), submit this form and a copy of the relevant IP Storage Temperature Log(s) to the Sponsor within 1 working day of becoming aware of the temperature excursion.
· File the completed form together with the IP Storage Temperature Logs.
	PROTOCOL TITLE:

	PROTOCOL NO.:  <     >
	INVESTIGATIONAL PRODUCT:

	RECOMMENDED STORAGE TEMPERATURE: 

	Location of temperature excursion: 


	 FORMCHECKBOX 
 Site

Site No.:   <     >
Investigator:      
	 FORMCHECKBOX 
 IP Depot 

[Sponsor’s facility]

	Reporter  Name:
	Reporter  Telephone No.:
	Reporter  Email Address:

	     
	     
	     

	Any Unblinded CRCs, Unblinded Study Pharmacists or Unblinded Monitors used in this trial?      
  FORMCHECKBOX 
 YES        FORMCHECKBOX 
 NO

No BLINDED investigational site or Sponsor personnel can receive this form or email.  
Refer to the Signed Signature Sheet to determine blinded/unblinded status.


1. IMMEDIATE ACTION TAKEN

a) Has the IP been physically quarantined, according to the temperature range indicated on the IP label?  FORMCHECKBOX 
 YES        FORMCHECKBOX 
 NO
b) Has the IVRS/IWRS quarantine call been made?   FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO
     FORMCHECKBOX 
 NOT APPLICABLE
2. DETAILS OF TEMPERATURE EXCURSION
	 FORMCHECKBOX 
  TEMPERATURE EXCURSION DURING IP SHIPMENT

	Facility where shipment originated:      
[Located on Packing List]

	Consignment No.:      
	Serial No. of Temperature Monitoring Device:      


	If consignment contained multiple boxes, list the Treatment Kit number(s) associated with the temperature excursion:      

	Date of temperature excursion:      

	Duration of temperature excursion:      

	Range of temperature during the period of excursion:      

	Probable cause(s) for temperature excursion:
	 FORMCHECKBOX 
 Shipment delayed

 FORMCHECKBOX 
 Packaging opened/damaged on receipt

 FORMCHECKBOX 
  Temperature monitoring device not stopped in time

 FORMCHECKBOX 
  Other:      


	 FORMCHECKBOX 
  TEMPERATURE EXCURSION DURING IP STORAGE

	Treatment Kit Number(s) affected due to temperature excursion:       

	Serial Number of Temperature Monitoring Device:      

	Date of temperature excursion:      

	Duration of temperature excursion:      

	Range of temperature during the period of excursion:      

	Probable cause(s) for temperature out-of-range:

  FORMCHECKBOX 
 Prolonged opening of refrigerator 
  FORMCHECKBOX 
 Temperature Monitoring device moved/misplaced
  
  FORMCHECKBOX 
 Power Outage

  FORMCHECKBOX 
 Routine maintenance of refrigerator 
  FORMCHECKBOX 
 Other :     

	Is the last temperature data point for this temperature excursion outside the acceptable range for this IP?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No




4. SPONSOR RESPONSE

	 FORMCHECKBOX 

Quality of IP has not been compromised and may continue to be used in the clinical trial.  Unquarantine the IP.

	 FORMCHECKBOX 

IP is not approved for further use and should be identified as “damaged”.  If temperature excursion is reported by the site, retain damaged IP for the Sponsor. 

	Name:
	Signature
	Date 
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