Congratulations on the report and on this public consultation. It will contribute to increase transparency in the HTA process in Brazil. Having an explicit threshold should also contribute to explaining the rationale for decision-making to the wider public and set expectations about what is considered cost effective and what is not in the SUS. 
It would be desirable that CONITEC accompanies this with strong training, communications and engagement campaigns with the wider community of stakeholders, particularly healthcare professionals, patient organisations and the civil society, so they become more and more familiar with the concept of opportunity cost and what the threshold means. Industry engagements should also be considered.
The wider community of stakeholders may agree or disagree with the threshold proposed but should understand the rationale as to why having a threshold is relevant for decision-making.
Having a threshold can also facilitate commercial negotiations with the life sciences industry.
It is understood that history of previous decisions in Brazil showed that the incremental cost-effectiveness threshold associated with recommended technologies did not exceed the value of 1 x GDP --> CONITEC should me mindful of perverse incentives that may be created as a result of introducing a threshold, with companies trying to price their technologies as close to the threshold as possible. This may mean that some technologies which may have had a lower price would try to increase so it is closer to the threshold.
Having cost-effectiveness thresholds related to GDP was originally proposed by WHO, but not with the intent to guide reimbursement decision-making. WHO has advised against having GDP-based cost effectiveness thresholds to guide reimbursement decisions. In that sense, specifying a particular numerical threshold may be appropriate, and given the aim for flexibility specified in the report, specifying a range of what is considered cost-effective/good use of SUS resources could be an approach to consider. Ideally, this threshold should be based on empirical research (see Woods, B., Revill, P., Sculpher, M., & Claxton, K. (2016). Country-Level Cost-Effectiveness Thresholds: Initial Estimates and the Need for Further Research. Value in health : the journal of the International Society for Pharmacoeconomics and Outcomes Research, 19(8), 929–935. https://doi.org/10.1016/j.jval.2016.02.017; Espinosa, O., Rodríguez-Lesmes, P., Orozco, L., Ávila, D., Enríquez, H., Romano, G., & Ceballos, M. (2022). Estimating cost-effectiveness thresholds under a managed healthcare system: experiences from Colombia. Health policy and planning, 37(3), 359–368. https://doi.org/10.1093/heapol/czab146) 
It is encouraging to see in the report that cost-effectiveness would not be the sole basis for decision-making. However, it would be very important to be clear and transparent on when and how other factors may influence the decision, particularly when the ICER associated with a particular technology is associated with the top range of the threshold. It will also be important to explain that recommending technologies above the threshold would mean that less health will be generated for the overall population in Brazil.
Therefore, it will be important that the application of any other factors or modifiers, as proposed in the report, is based on an ethical and moral rationale to value the health benefits gained with these technologies more than those gained by technologies not meeting decision-making modifiers.
It is also important that these modifiers are applied as the exception rather than the norm, as otherwise the reductions in overall health because of accepting higher ICERs will be greater and the main cost effectiveness threshold would become futile, impacting substantially in the SUS resources available and in the health outcomes of the population in Brazil.
Furthermore, it will be important that CONITEC understands and tests the potential impact of different definitions before specifying them, and that these are explicitly described afterwards as part of the methods manual so it can guide stakeholders’ submissions. In particular, it would be important that the following concepts and the potential impact on the threshold is explored:
·  Disease affecting children and implying important reductions in adjusted survival for quality --> what important reductions means
· Severe disease with significant reductions in quality-adjusted survival; ---> definition of severity and how severity would be measured
· Rare disease with significant reductions in quality-adjusted survival;--> what is the definition of rarity, what significant reductions means
· Endemic disease in low-income populations with few therapeutic alternatives available.
It is understood that discussions related to advanced technologies (gene or curative therapies) or indicated in ultra-rare diseases (up to 1 case in 50,000 people) will be based on specific criteria, to be defined later by CONITEC. The same principle of caution applies here, and the need to consider the impact of applying different cost-effectiveness thresholds and the need to have a rationale based on ethical, moral and societal and/or health system’s values.
Finally, it will be important to specify if negative modifiers could also be applied. That is, for example, circumstances in which CONITEC may consider not recommending a technology despite having an ICER below the threshold. This may occur, for example, in situations of very high uncertainty on the clinical and cost-effectiveness estimates, health inequalities or other considerations. If this is considered of relevance, then this should also be specified in the HTA methods manual and decision-making framework for CONITEC in Brazil.
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