[image: ]

Denosumab 60mg pre-filled syringe (given once every 6 months) 
Implementation checklist for primary care

Purpose: This checklist is designed to support planning for denosumab 60mg biosimilar implementation in primary care. Early planning allows identification of potential barriers and allows enough time for informing patients and overcoming any implementation challenges. Denosumab 120mg biosimilar is not covered in this guidance. 

The checklist should be used alongside additional SPS materials designed to support biosimilar implementation:
· Understanding biological and biosimilar medicines
· Understanding biosimilar and generic market entry 
· Preparing to use denosumab 60mg biosimilar 
· The licence and supporting evidence for denosumab biosimilars (coming soon)

	No.
	Task/Action
	Person/Team Responsible
	In Progress (Date)
	Comments/Updates/Decisions
	Completed (Date)

	1
	Identify a lead for biosimilar denosumab implementation across primary care.
	
	
	
	

	2
	Explore current denosumab 60mg (Prolia) injection prescribing in primary care, for example using ePACT2 data, to understand use and spend in primary care within your system. 
	
	
	
	

	3.
	Review current formulary requirements and assess if there are any relevant documents e.g. shared care agreements, prescribing support documents, policies or pathways, that may require producing or updating to support biosimilar implementation.  
	
	
	
	

	4.
	Assess costs of available biosimilar denosumab 60mg products (once prices are available) in primary care and potential savings opportunity with each option.
	
	
	
	

	5.
	Engage with secondary care colleagues, to understand which denosumab 60mg biosimilar(s) they will be implementing. Consider aligning preferred biosimilar in primary care with that of local Trusts, where appropriate and cost-effective:
Note: biosimilar choice in secondary care is determined by NHS Framework Award; the same choice may not be the most cost-effective option when prescribed in primary care. 
	
	
	
	

	6.
	Once there is system agreement on proposed biosimilar products to be recommended locally (both in primary and secondary care), ascertain if an update to the formulary is required. If already on formulary, review the status; if not on the formulary or a status change / supporting document update is required then follow local formulary processes.
	
	
	
	

	7.
	If submitting a new formulary application, consider a forecast of savings across the system (broken down into primary care and secondary care/other services).  Seek assurance from relevant biosimilar manufacturer(s) to ensure initial stock availability and ongoing supply. Understand any training requirements for administration of biosimilar product(s).  Consider if the application is for new initiations or for new and existing patients prescribed denosumab 60mg.
Note that biosimilars should be prescribed by brand. 
	
	
	
	

	8.
	Where existing prescribing will be switched, consider what support materials may be required to support the switch e.g. patient letters/information leaflets, standard operating procedures for switching or ordering stock (e.g. FP10/FP34).
	
	
	
	

	9.
	Consider if use of prescribing decision support tools will facilitate use of biosimilar denosumab 60mg. 
	
	
	
	

	10.
	Communicate implementation plans and choice of biosimilar(s) across primary care, secondary care and community pharmacy.
	
	
	
	

	11.
	Agree if any ongoing monitoring of usage data is required and agree timelines for this. 
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