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	Section 1. Complete this section for a specific study 

Brief description of the clinical trial medication(s)

	Full protocol title:
	The early use of Antibiotics for at Risk CHildren with InfluEnza in primary care (ARCHIE): a double-blind randomised placebo-controlled trial

	EudraCT number:
	2013-002822-21

	

	Description of the product (name, strength, form, pack size, kit form)

	Product 1: Co-amoxiclav, 400/57 Oral suspension, dry powder, one bottle, box containing bottle and dispensing syringe
Product 2: matched Placebo Oral suspension, dry powder, one bottle, box containing bottle and dispensing syringe

	Temperature storage requirements of the product

	Product 1: Dry powder: This medicinal product does not require any special temperature storage
conditions. Store in the original package in order to protect from moisture.
Product 2: Dry powder: This medicinal product does not require any special temperature storage
conditions. Store in the original package in order to protect from moisture.
.




	Section 2. To be completed in all cases

Proposed storage requirements of the clinical trial medication(s)

	Location
	Site name:
Department:
	Area:
	Room Number:

	Pharmacy access codes required for the room (if applicable) & Location of keys
	



	

	Answer the following questions:
	Yes
	No
	Give Details

	Is there a dedicated, secure, lockable cupboard/fridge/freezer to store the clinical trial medication(s) separate from normal medication stock?

	
	
	Describe the proposed storage area:


How will access be controlled:

How is stock segregated:


	Is there enough space in the cupboard/fridge/freezer for the quantity of clinical trial medication(s) expected to be required during the trial(s)?

	
	
	How much space will be required:




	Is there a suitable lockable area to store patient returns separate from unused clinical trial medication(s)?

	
	
	Describe the storage area for patient returns:



How is stock segregated from unused clinical trial medication(s):






	
Section 3. 

Temperature monitoring requirements of the clinical trial medication(s) 

	Answer the following questions:
	Yes
	No
	Give Details

	Is the area temperature controlled? (This applies to both fridge and ambient areas)

	
	
	Detail how temperature control is achieved (i.e. fridge/freezer/air vents/air conditioning)



	Will the temperature be monitored regularly?

	
	
	Details of temperature monitoring device:


Details of calibration of temp monitoring device:


Who is responsible for daily checks and how will this be documented:


Frequency of pharmacy monitoring:


Will pharmacy download data from a data logger?


	Have the storage conditions been validated?


	
	
	[Local sites to insert local process for validation of the area]

 E.g. Temperature monitored for 2 weeks prior to clinical trial medication transfer. Attach the temperature graphs associated with the temperature monitoring described above to this form. Is this within the acceptable range for clinical trial medication(s)?




	Section 4. To be completed in all cases

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?

	State research team member:

Comments:

	

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

	Print Name: 
	 

	Role:
	

	Sign :
	


	Date:
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