


Framework for qualitative analysis: Extracting reasons for optimisation of NICE decisions
Scope: All optimised NICE decisions published between January 2023 and December 2024 as part of the Technology Appraisal (TA) guidance pathway. We verified the classification of each NICE TA as ‘optimised’ by comparing each authorised indication, as approved by the EMA, with the population for which the treatment had been recommended by NICE.
Documents to be reviewed: Published TA guidance documents as available from the NICE website 
1. Final Scope
2. Committee Papers (including Company Submission and External Assessment Report (EAR))
a. Key Sections: Decision Problem, Executive Summary of EAR
3. Final Draft Guidance (when produced)
4. Published Recommendation: Technology Appraisal Guidance 
a. Key Sections: Recommendations, Committee Discussion
Extraction process: 
1. The ‘Marketing authorisation indication’ (Section 2.1 of the technology appraisal guidance) should be compared to Section 1.1, which outlines the patient population for which the treatment is recommended. This determines the extent of the optimisation. Both indications (that is, the indication for which the technology is recommended and the indication for which it is licensed) should be extracted and recorded in the relevant columns. Optimisations may relate to the following:
a. Line of therapy (e.g., the first, second or third option for the indication under consideration)
b. A specification that the treatment can only be used in the case that other medicines are unsuitable or no longer effective for the patient 
c. Disease severity (e.g., restricted to severe patients only)
2. We have pre-identified four overarching themes that can motivate an optimised decision based on previous OHE research and existing literature:
a. Sub-group only cost-effective: The treatment’s full indication, as determined by the marketing authorisation, is not considered cost-effective, so the recommendation is restricted to a subgroup of the full indication, for which the ICER is within the range deemed cost-effective by NICE (at the time of appraisal, generally, £20K-£30K).
b. Match to clinical trial data: The data available for the cost-effectiveness analysis may cover a smaller population than the indication in the marketing authorisation, so a decision on cost-effectiveness can only be made for the subgroup for which data exists. 
c. Match to previous NICE guidance: The recommended indication may be aligned with that of a previously appraised comparator treatment or existing NICE clinical guidelines. These often explicitly reference prior TAs.
d. Match to NHS clinical practice: While a treatment may be indicated for a broader population in its marketing authorisation, the treatment’s recommended indication may be narrowed to reflect how the medicine is expected to be used in NHS clinical practice.
3. Both the submitting company and NICE can play a role in an optimisation. That is, the company may scope for a narrower population, relative to the marketing authorisation, and/or NICE may recommend the treatment for only a subgroup of the full indication. As such, it is important to check the following documents for the reasons behind optimisations, as these provide insight into whether the company scoped for a narrower population (and why) and/or whether NICE optimised the population in its appraisal process (and why):
a. Committee Papers (found in the “History” tab of the appraisal)
i. Specifically, refer to the table labelled “The decision problem” and analyse the rows for “Population” and “Comparator(s).” These compare the final scope issued by NICE with the decision problem addressed in the company submission, and it also provides any rationale for why the company submission may differ from the NICE final scope. This essentially provides a ‘starting point’ for the optimisation, indicating whether the company submitted for a narrower population and why they may have done that. 
b. Recommendations (Section 1 of the “Guidance” tab)
i. Specifically, refer to “Why the committee made these recommendations.” This generally provides an overview of why a technology’s population was optimised, aligning with one of the four pre-identified subthemes. 
c. Committee Discussion (Section 3 of the “Guidance” tab)
i. The committee discussion generally provides a more in-depth explanation of why a TA was optimised, as this section outlines use of the medicine, in the context of current NHS provision, and the scope of the appraisal. For instance, this might detail where in NHS practice such a medicine is typically used, which TAs may provide a reference for a match to previous NICE guidance, whether and why only certain subgroups might be cost-effective, and/or how clinical trial data may drive an optimisation. 
4. Step 3 should indicate at least one, but potentially several, reasons for optimisation. Indicate which of the four themes have motivated the optimisation. This should be recorded in the relevant Excel column, alongside supporting text from the NICE documents (including where this text was found, i.e. which documents). 
5.  For each theme, indicate which subthemes the optimisation reasons fall into. For instance, if one of the themes is “Match to previous NICE guidance,” this could be because, e.g., it is a match to a comparator’s TA, or it is a review of a managed access agreement. 
a. For each TA, assess whether the existing subthemes in the codebook (for instance, of those added earlier in the analysis) match the subtheme in the TA you are analysing. If not, add the new subtheme to the codebook. 
6. If there are any TAs about which you are unsure, highlight it in yellow. Once the reasoning has been extracted for all relevant TAs, the research team will discuss any appraisals for which the reason was unclear or open to interpretation. 
7. There will be a QA process, whereby 20% of the TAs will be re-examined by another member of the team to ensure that the data has been extracted consistently and correctly.   





Final codebook
	Theme/Category
	Subtheme
	Definition

	Match to clinical trial data
	Absence of evidence on a relevant comparator 
	The cost-effectiveness analysis lacked data on one or more relevant comparators used in NHS practice for part of the licensed population, so the recommendation is restricted to the subgroup for which comparator evidence supports a cost-effectiveness conclusion.

	
	Aligns with stopping rule included in trial 
	The recommended population is limited to patients consistent with a treatment-discontinuation (stopping) rule embedded in the pivotal clinical trial.

	
	Aligns with population in clinical trial 
	The recommendation is narrowed to match the population actually enrolled in the pivotal clinical trial(s).

	Match to NHS clinical practice
	Expert clinician agreed with the company positioning 
	Clinical experts advising the committee endorsed the company's narrower positioning of the treatment within the NHS pathway, supporting an optimised recommendation that reflects that positioning rather than the full licensed indication.

	
	Alignment with comparators’ position in treatment pathway
	The recommendation is restricted so the treatment sits in the same line of therapy or pathway position as its NHS comparators, ensuring like-for-like use in clinical practice.

	
	Matching NHS England service delivery 
	The recommended population is narrowed to reflect how the treatment will actually be commissioned and delivered within NHS England services (e.g., specialised commissioning criteria or service specifications).

	Match to previous NICE guidance
	Aligned with comparators’ appraisals
	The recommendation mirrors the optimised population of one or more previously appraised comparator technologies, maintaining consistency across TAs for the same indication.


	
	Review of Managed Access Agreement (MAA)
	Following review of a MAA (e.g., a Cancer Drugs Fund or Innovative Medicines Fund exit appraisal), the recommendation is refined to the subgroup for which managed access data supported cost-effectiveness. Alternatively, the scope of the original appraisal which mandated a MAA was narrower than the licensed indication and therefore, the review of the MAA is limited to the same indication.

	
	Cost comparison
	The optimised recommendation arises from a cost-comparison appraisal in which the treatment is recommended only for the same population as the comparator.

	
	Aligned with NICE clinical guidelines
	The recommended population is aligned with the patient group defined in existing NICE clinical guidelines for the condition, narrowing the licensed indication to that guideline-defined group.

	Subgroup only cost-effective
	Only (a) subgroup(s) is/are considered cost-effective
	Only one or more subgroups of the full licensed indication produced an ICER within NICE's acceptable cost-effectiveness range; the recommendation is therefore limited to those subgroups.

	
	Not cost-effective compared to committee’s preferred comparator
	Cost-effectiveness was not demonstrated against the committee's preferred comparator across the full indication, so the recommendation is restricted to the patients who have previously been treated with the preferred comparator or if it is contraindicated. 

	
	Economic model didn’t include relevant comparators
	[bookmark: _GoBack]The company's economic model omitted one or more relevant comparators for part of the licensed population, so the recommendation is limited to the subgroup for which the model adequately captured the comparator landscape.











