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Insulin efsitora alfa for treating type 2 diabetes
[bookmark: Recommendations]Recommendations
Insulin efsitora alfa can be used, within its marketing authorisation, as an option to treat type 2 diabetes in adults. 
Use the least expensive option of the suitable treatments (including insulin efsitora alfa and basal insulin intended for administration once or twice a day), having discussed the advantages and disadvantages of the available treatments with the person with the condition. Take account of administration costs, dosages, price per dose and commercial arrangements. 
	[bookmark: _Hlk187162308]What this means in practice 
Insulin efsitora alfa must be funded in the NHS in England for the condition and population in the recommendations, if it is considered the most suitable treatment option. Insulin efsitora alfa must be funded in England within 90 days of final publication of this guidance.
There is enough evidence to show that insulin efsitora alfa provides benefits and value for money, so it can be used routinely across the NHS in this population.



Why these recommendations were made 
Treatment for type 2 diabetes is individualised and depends on blood sugar levels and any other health conditions. After trying metformin and an SGLT2 inhibitor, insulin-based treatment may be added. NICE’s guideline on managing type 2 diabetes in adults recommends basal insulin once or twice a day as initial insulin-based treatment. Insulin efsitora alfa is a once-weekly basal insulin that works in a similar way to other basal insulins and would be offered to the same population. Once-weekly insulin efsitora alfa may particularly benefit people who: 
need help to take their insulin or additional support to follow their treatment plan, for example, if they: 
are frail, 
have a learning disability, 
have problems with manual dexterity, or 
have a visual, cognitive or sensory impairment, and 
find it difficult to take insulin daily, for example, if they have early-onset type 2 diabetes and are of working age. 
Clinical trial evidence shows that insulin efsitora alfa is as effective at controlling blood glucose levels as 2 other basal insulins (insulin degludec and insulin glargine) both at the 100-unit concentration level, over 26 to 52 weeks. But the people who would benefit most from once-weekly insulin are underrepresented in the trials. This adds to the uncertainty about the treatment effect, but including these people in the trials would be difficult. Overall, the evidence can be applied to people having treatment in the NHS.
The biggest cost saving from using insulin efsitora alfa comes from people needing less support to take their insulin. This is because insulin efsitora alfa is taken once a week rather than every day. An average of 1 hour with a specialist district nurse for diabetes is assumed each time a person needs help taking insulin. But the amount of help a person needs may vary. The impact of this has not been fully explored in different scenarios, which adds uncertainty to the results.
A cost comparison suggests that overall costs for insulin efsitora alfa are similar to or lower than overall costs for basal insulin intended for administration once or twice a day, assuming that:
the health benefits of insulin efsitora alfa are similar to other basal insulins, and
some people need help to take their insulin.
So, insulin efsitora alfa can be used.
For all the evidence, see the committee papers. For more information on streamlined evaluations, see NICE’s technology appraisal and highly specialised technologies guidance manual.
Information about insulin efsitora alfa
Anticipated marketing authorisation indication
0. This draft guidance is being issued for appeal before insulin efsitora alfa (brand name unknown, Eli Lilly) has a marketing authorisation for this indication in the UK. Any recommendations or conclusions in this document are provisional and dependent on the granting of a marketing authorisation by the Medicines and Healthcare products Regulatory Agency (MHRA). The evaluation and consultation processes do not pre-empt, influence or replace the MHRA’s independent regulatory assessment. Final guidance will only be published when a marketing authorisation is granted.
Dosage in the marketing authorisation
0. The dosage schedule will be available in the summary of product characteristics for insulin efsitora alfa.
[bookmark: _Price]Price
The list price for insulin efsitora alfa 500 units/3 ml pre-filled pen is considered confidential by the company. The list price will be added when the marketing authorisation is granted. 
0.2 Costs may vary in different settings because of negotiated procurement discounts.
Sustainability
For information, the Carbon Reduction Plan for UK carbon emissions is published on Eli Lilly’s webpage on their impact.
1 Implementation
1.1 Section 7 of the National Institute for Health and Care Excellence (Constitution and Functions) and the Health and Social Care Information Centre (Functions) Regulations 2013 requires integrated care boards, NHS England and, with respect to their public health functions, local authorities to comply with the recommendations in this evaluation within 90 days of its date of publication. 
1.2 The Welsh ministers have issued directions to the NHS in Wales on implementing NICE technology appraisal guidance. When a NICE technology appraisal guidance recommends the use of a drug or treatment, or other technology, the NHS in Wales must usually provide funding and resources for it within 60 days of the first publication of the final draft guidance.
1.3 When NICE recommends a treatment ‘as an option’, the NHS must make sure it is available within the period set out in the paragraphs above. This means that, if a patient has type 2 diabetes and the healthcare professional responsible for their care thinks that insulin efsitora alfa is the right treatment, it should be available for use, in line with NICE’s recommendations.
2 Evaluation committee members and NICE project team
[bookmark: _Appraisal_committee_members]Evaluation committee members
The 4 technology appraisal committees are standing advisory committees of NICE. This topic was considered as a streamlined evaluation by the lead team of committee A, which includes the chair. 
Committee members are asked to declare any interests in the technology being evaluated. If it is considered there is a conflict of interest, the member is excluded from participating further in that evaluation.
Chair
Raju Reddy
Chair, technology appraisal committee A
NICE project team
Each evaluation is assigned to a team consisting of 1 or more health technology analysts (who act as technical leads for the evaluation), a technical adviser, a project manager, and an associate director or principal technical adviser. 
[bookmark: Text45]Summaya Mohammad
Technical lead
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Technical adviser
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Project manager
Lizzie Walker
Principal technical adviser
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