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We welcome suggestions for medicines to be considered via the One Wales Medicines process from Individual Patient Funding Request (IPFR) panels, Welsh Health Specialised Services Committee (WHSSC), clinicians (ideally through clinical networks), chief pharmacists, formulary pharmacists or medicines and therapeutics committees. The process is driven by identification of unmet clinical need by the service and therefore we cannot accept requests from pharmaceutical companies or from members of the public. Visit: https://awttc.nhs.wales/onewales 
Medicines considered for the One Wales Medicines process may be:
· Newly licensed medicines or new indications of existing medicines, ahead of appraisal by the National Institute for Health and Care Excellence (NICE) or the All Wales Medicines Strategy Group (AWMSG).
· Medicines being used outside of their product licence (‘off-label’).
· A medicine being used outside of the accepted treatment pathway i.e. the specific sequence of treatment(s) has not been approved by NICE or AWMSG.

For all medicine requests there must be:
· A clearly defined, specific cohort of patients rather than an individual patient.
· A clearly identified clinical need.
· A commitment by practising clinicians/clinical networks to capture and collate patient outcome data. 

For newly licensed medicines or new indications of existing medicines there additionally needs to be:
· A clear and binding commitment to engagement in a future health technology appraisal (HTA) by the Marketing Authorisation (MA) holder.
· An agreement with the MA holder to provide appropriate evidence (safety, efficacy, clinical- and cost-effectiveness).

HTA will always be the preferred route for consideration of newly licensed medicines and if it is deemed that there is sufficient information to undertake an appraisal the relevant MA holder will be contacted and asked to submit for appraisal by AWMSG.

Medicines with a negative recommendation for use for that indication from the National Institute for Health and Care Excellence (NICE) or the All Wales Medicines Strategy group (AWMSG) will not be considered through One Wales. 

For off-label medicines there should be:
· No routinely available licensed medicine to treat this indication.
· Sufficient evidence of safety, efficacy and clinical effectiveness.
A brief outline of the One Wales Medicines process
1. Medicine and patient cohort identified and meets criteria for One Wales Medicines process.
2. The All Wales Therapeutics and Toxicology Centre (AWTTC) inform the MA holder of the intention to proceed and request best available evidence to enable a One Wales decision.
3. Evidence from company and AWTTC literature search used to compose draft evidence status report (ESR).
4. Draft ESR forwarded to clinicians and company for comment.
5. One Wales Medicines Assessment Group (OWMAG) meeting convened with members representing each Health Board in Wales and WHSSC.
6. ESR and OWMAG advice taken to next AWMSG meeting for endorsement.
7. Recommendation sent to Welsh Government for ratification.
8. NHS Wales and company informed of decision.
9. Evidence reviewed after 12 months.


Please complete all sections.
Contact details 

	Full name

	

	Position/job title

	

	Department

	

	
Health board/Trust/Other
☐  Aneurin Bevan
☐  Betsi Cadwaladr
☐  Cardiff and Vale
☐  Cwm Taf

	

☐  Hywel Dda
☐  Powys
☐  Swansea Bay

	

☐  Velindre
☐  WHSSC
☐  Other


	Phone number

	

	Email

	




	Are you the main contact for this request for any follow up questions? Please provide any additional contacts.

	



	Is this request based on a local unmet need in your Health board? Or has this request the backing of your national clinical group? Please provide details

	




	Would you be able to attend the One Wales Medicines Assessment Group (OWMAG) meeting as a clinical expert? If not, please provide the relevant contact details of the clinical expert able to attend.

	







Medicine details

	Medicine name

	

	Indication to be treated. Please be as specific as possible e.g. line of treatment, severity/stage of disease etc. 

	



	Does this medicine have a non-recommendation from AWMSG or NICE for this indication? 
If your answer to this question is yes, then please stop completing this form and contact AWTTC directly to discuss further. 

	
☐  Yes
☐  No
☐  Unsure


	Is this medicine licensed for this indication?

	
☐  Yes
☐  No
☐  Unsure




	How is this medicine given? What is the dose of this medicine (include any dose ranges) and how long would it be prescribed for (course length/number of cycles)?

	

	What additional monitoring is required for this medicine when compared to standard treatments and the condition/disease itself?

	












Treatment pathway

	Set out the eligibility criteria for treatment with this medicine for the indication under consideration.

	

	Are there any treatment guidelines recommending use of this medicine for this indication?
Please provide references/links

	

	What are the standard treatments for patients with this condition/stage of the disease? Of these, which would be the most appropriate comparator(s) for this medicine? This may include non-medicines e.g. surgery.
Please provide information on routes of administration, doses used and treatment cycle/course length

	

















Costs

	What is the cost of the medicine?
Please ensure you include all attributable costs that are connected to providing the treatment e.g. drug costs, molecular testing. 

	

	What is the cost of the standard therapy it replaces?
Please ensure you include all attributable costs that are connected to providing the treatment e.g. drug costs, molecular testing.

	






Patient numbers

	How many patients would be eligible for this medicine in year one? Include any prevalence data you may have.
Please state if this is an All Wales figure or based on a specific locality.

	

	Of the eligible group, how many are likely to go on to receive treatment?
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	Would the treatment be completed in year one? How many patients would continue treatment in year 2 and 3?

	

	How many patients would discontinue treatment in year one?

	

	How many new patients would receive treatment in year two and then year three? Include any incidence data you may have.

	






Evidence

	Is there any published evidence for clinical or cost- effectiveness that you are aware of?
Please provide references/links.

	

	Is the treatment part of a current or planned national or international clinical trial or audit? If Yes, please provide details.

	






Outcomes

	Can you identify clinicians or clinical groups who will be in a position to provide AWTTC with outcome data after 12 months?

	

	What are the intended outcomes and how will these be measured/determined? 

	

	What ‘stopping’ criteria will be in place to decide when the treatment is ineffective or no longer required?

	





Unmet need 

	Why is there an unmet need in NHS Wales for this medicine?
Please provide details.

	

	What additional benefits would this medicine bring when compared to standard treatments?
e.g. less clinic time, reduced travel, less invasive treatment, easier to use, bridge to curative treatment, less monitoring, lower toxicity, benefits to carers?

	

	Please provide any further information which you would like to be considered here

	





Declarations of interest

	Please declare any relevant declarations of interest you may have


	








Please complete the form as much as possible as this helps with the assessment of suitability and turnaround of medicines through the One Wales Medicines process. In some circumstances we may need to come back to you for further information or for clarification of specific points. 

Please send completed forms to AWTTC@wales.nhs.uk 
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