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Assessment for Exception to Requirement to Dispense

Sodium Valproate Containing Medicines in Original Packs – Community Pharmacies

Background

Unless there are exceptional circumstances, valproate-containing medicines must always be dispensed in the manufacturer’s original full pack from 11 October 2023. You must either round up or down so that the patient receives their supply in the manufacturer’s original full pack, and ensure that they receive an amount that is as close as possible to that prescribed. You must not subsequently re-package any valproate-containing medicine into plain dispensing packaging.  This will ensure that all the safety warnings associated with taking valproate-containing medicine are clearly visible and available to patients. Providing the manufacturer’s original full pack with instructions about the safe and effective use of a product is an important patient safety measure. 

Exceptional circumstances:

The manufacturer’s original full pack does not have to be supplied where:

(i) A risk assessment is in place that refers to the need for the patient to be sold or supplied valproate-containing medicines in different packaging from its manufacturer’s original full outer packaging (for example, in a monitored dosage system) 
and

(ii) Assuming that the product is authorised, there are processes in place to make sure that the patient receives the Patient Information Leaflet. That is not the case for unauthorised medicines, unless they are only unauthorised as a result of an assembly process.

Some patients may be considered for limited supplies on safety grounds and be exempt from original pack dispensing. 
Individual Assessment 

Patient Name:




                                         CHI:    


                                                                                        
	Reason for exception to requirement to dispense in original packs
	TICK

	Risk of overdose or unable to manage standard supplies and smaller supplies required on safety grounds
	

	Compliance Aid required
	


	Pharmacist’s signature:
	

	PRINT NAME:
	

	Date:
	


DOCUMENT TO BE RETAINED AS PER LOCAL PROCESS – PLEASE DESCRIBE
PAGE  

_1781353762.doc
[image: image1.png]






