
[image: A logo of a globe with a blue and black lungs

AI-generated content may be incorrect.]IMP TEMPERATURE DEVIATION FORM

	[bookmark: _Hlk30403458]Site / trust name
	
	Site code
	

	Site PI name
	
	Deviation number
	

	IMP name, strength and pharmaceutical dosage form
	

	IMP & temperature monitoring log location
	
	Number of kits affected
	

	IMP storage conditions & required range
	☐ Room temperature ( ……… - ……… °C)
☐ Refrigerated ( ……… - ……… °C)
	☐ Frozen ( ……… - ……… °C)
☐ Other: ……………………………………………………………………………



INSTRUCTIONS FOR SITE PHARMACIST
· In case of a temperature deviation: do not dispense, quarantine the IMP, and notify the sponsor (specify IMP, quantity, deviation in °C, duration of deviation and reason). Sponsor will inform you of the ‘The Use/Do not use-decision’.
· Fill in one IMP Temperature Deviation Form per IMP affected and send a copy to ukremap-cap@icnarc.org once completed. 
· File the REMAP-CAP IMP Temperature Deviation Form in your REMAP-CAP Investigator Site File or Pharmacy File.
	Description of event(s)
Provide detailed description including 1) date identified or discovered; 2) date of occurrence; 3) reason for deviation; and 4) actions taken or outcome.

	




	Specify Recorded Temperature(s) Excursion and the duration
	Min Temperature Recorded:
	
	°C
	Max Temperature Recorded:
	
	°C

	
	Duration below lower limit:
	
	hh:mm
	Duration above upper limit:
	
	hh:mm

	Did the concerned IP have a temperature deviation before
	Yes ☐ (add details in Description of event(s) section)
	No ☐
	Unknown ☐

	Select ONE deviation type from the options listed below:

	Site Deviations  (Study product stored at site)
	T °C→
Storage condition ↓
	<0.5
	0.5 - 2
	2 - 8
	8 - 15
	15 - 20
	20 - 25
	25 - 30
	>30

	
	Refrigerated
products
	2°-8°C
	☐ B
	☐ A
	
	≤30min ☐ A
>30min ☐ B
	☐ B
	☐ B

	
	Ambient products
	2°-25°C
	
	
	
	≤30min ☐ A
>30min ☐ B
	

	
	
	2°-30°C
	
	
	
	

	
	
	15°-30°C
	
	☐ B
	
	
	

	
	
	15°-25°C
	
	
	
	
	≤30min ☐ A
>30min ☐ B
	

	
	
	20°-25°C
	
	
	≤30min ☐ A
>30min ☐ B
	
	
	

	
	Frozen product
	For all deviations outside of required conditions ☐ B

	Completed by & title / function
	


	Completion date & signature
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