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	For trials predating IRAS ID (Pre 2008) please use the EudraCT Number

	IB/SmPC being reviewed:
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	SmPC/IB sections 
The sections listed below are standard SmPC headings.  If using an IB, please rename using the IB term for these sections
	Has this section been revised?

(YES/NO)
	Any substantial changes to the trial documentation required?

(YES/NO)

If YES, please specify which documents (e.g. protocol, PIS, RSI, pharmacy manual)

	Contraindications

	
	

	Special warnings and precautions for use
	
	

	Interaction with other medicinal products and other forms of interaction
	
	

	Pregnancy and  lactation

	
	

	Effects on ability to drive and use machines
	
	

	Undesirable effects/ Adverse reactions
	
	

	Overdose

	
	

	Excipients
	
	

	Incompatibilities
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	Pharmaceutical form
	
	

	Shelf life
	
	

	Special precautions for storage
	
	

	Nature and contents of container
	
	

	Special precautions for disposal and other handling
	
	

	Other Relevant Section:  
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SmPC/IB Review Form
	Conclusion of review:   e.g:
· Protocol and PIS to be updated and submitted as an amendment within 1 month

· RSI to be updated and submitted as an amendment within 1 month.  Request to implement in line with DSUR timelines
· No changes to RSI needed but changes to the pharmacy manual are needed. These will be discussed with the trial pharmacist and the pharmacy manual must be updated accordingly and circulated to participating sites within 1 month.
Consider whether anything might require immediate implementation and therefore require an urgent safety measure – e.g. significant and urgent changes to the inclusion/exclusion criteria.

If changes have been made to the RSI, however you do NOT intend to implement the latest version (for example, because the changes relate to patients with a completely different disease and are not relevant for your patient population), this needs to be fully documented and justified here.

A new version of the SmPC/IB should be printed, attached to this form and filed in the TMF 
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