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Assessing an area for Investigational Medicinal Product storage 
outside of Pharmacy

Brief description of the clinical trial and Investigational Medicinal Product
	Name of clinical trial
	


	EudraCT number
	


	Description of IMP 
(name, strength, form, pack size)
	







	Temperature storage requirements of IMP
	





Proposed storage requirements of the Investigational Medicinal Product
	Room location (department, area, room number)
	



	Pharmacy access codes required for the room 
(if applicable)
	



	Is there a dedicated, secure, lockable cupboard/fridge/freezer to store the IMP separate from normal hospital stock?
If not state what the arrangements will be to ensure the IMP is stored securely. 
	




	Describe the IMP storage area (state whether a lockable cupboard, fridge or freezer will be used)
	




	How will access be controlled to the area where the IMP will be stored?
	



	Is there enough space in the cupboard/fridge/freezer for the quantity of IMP expected to be required during the trial?
	


	If applicable, there a suitable lockable area to store patient returns separate from unused IMP?
If not state what the arrangements will be to ensure returns are stored securely. 
	




	Describe the storage area available for patient returns, if applicable.

	








Temperature monitoring requirements of the Investigational Medicinal Product
	Is the area air conditioned (if IMP needs to be stored at room temperature)? Or is there good air circulation?
	

	Has the cupboard/fridge/freezer been temperature monitored for two weeks?
If not seek sponsor approval.
	

	Method of temperature monitoring
	

	Has the temperature remained with an acceptable range as defined by the protocol during the two weeks? If not seek sponsor approval or try other storage locations.
	

	Lowest temperature recorded during the two weeks
	

	Highest temperature recorded during the two weeks
	

	How often will the pharmacy clinical trials team temperature monitor the area (through temperature logger download)?
	

	How often will the research team temperature monitor the area manually?
	


Attach the temperature graphs associated with the temperature monitoring described above to this form.

Confirmation of suitability for use
	Has the suitability of the area and temperature monitoring arrangements been discussed and agreed with a member of the research team?
	 



	Any comments
 










	I confirm that the area described is/is not suitable for use for the trial (delete as applicable)

	Print 
	 

	Sign 
	


	Date
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