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1. This note records the legal advice given to NICE's appeal panel in respect of the MSD submissions on human rights and equalities issues in this appeal  
2. This advice seeks to deal with the legal position only.  It will be for the Appeal Panel to resolve any relevant factual disputes.

3. As well as considering this advice the Appeal Panel must take account of the submissions from MSD and any from the Appraisal Committee.  The Appeal Panel should not give additional weight to this particular advice only because it was prepared by their legal advisor.  The panel may take account of advice and submissions and may decide to adopt all or any part of them, but in doing so it must apply its own mind to the legal questions raised in the appeal and must reach its own decision.
4. The MSD appeal raises essentially two legal points, one based on Article 2 of the European Convention on Human Rights (the Convention) and one based on unlawful discrimination, arising out of Article 14 of the Convention and/or s.149 of the Equality Act (EA) and/or s.29(6) of the EA. 
Article 2 ECHR
5. I agree that Article 2 is engaged when a public body considers the funding of a life extending treatment.
6. I disagree that Article 2 imposes a “positive obligation to fund life saving treatments” save that Art 2 does require a state to provide at least some healthcare system with a view to reducing avoidable mortality. see by analogy Osman v United Kingdom (1997) 29 EHRR 245
.  However the state would have a very wide margin of appreciation as to what services and products would be within that system, and the existence of the NHS means the UK would comply with any such obligation.  I do not think this obligation, if it exists, can be translated into an obligation to make a specific treatment available within the NHS, or at least not in a way that is relevant to this appeal.
7. MSD’s position is more nuanced than this and they acknowledge that a treatment being life saving would not create a legal obligation to fund, but say rather it compels a particular approach to the evidence or it narrows the range of otherwise reasonable conclusions.  It is not quite clear (and it would be helpful if they could clarify) whether they argue only that a more painstaking approach is needed, (for example extra time and care must be devoted to discussing evidence) or whether they also say a more indulgent view must be taken of the evidence (for example that in what might otherwise be a finely balanced case the treatment must be given the benefit of the doubt). 
8. Before considering Art 2 itself, it is necessary to have in mind the decision to which it will be attached.  NICE does not decide to recommend or not recommend a treatment in a vacuum.  Instead it chooses between alternatives: either recommend this treatment, or leave the resources that would have been consumed by this treatment free to be applied within the NHS to other (unspecified but possibly also life-saving) treatments.  At the level of the whole NHS NHICE does not decide to treat or not treat: it chooses between this treatment for this condition, or other treatments for other conditions.  
9. I would advise that Article 2 does not make a material difference to the approach that would otherwise have to be taken to this decision by NICE (or an appeal panel).  MSD refer to a need under Art 2 to strike a balance between the needs of a particular patient group and the community as a whole, which I agree is correct, but I would suggest that this is what NICE does in every appraisal, and indeed it is what NICE’s procedures are all directed towards.  I do not see that there is any “gap” in terms of NICE’s obligation to conduct a careful balancing exercise that Art 2 can step in to fill.   Indeed my view is that if looking at Art 2 alone, where a decision involves striking a balance between the needs of different patient populations in the application of limited state funding, the Courts (and by implication the appeal panel) must if anything accord the decision maker more freedom of action rather than less.
10. Pentiacova v Moldova 14462/03 illustrates the Court's approach to this balancing exercise in resource allocation. The European Court of Human Rights had to consider a complaint that Moldova was not sufficiently funding dialysis services, with severe effects on the claimants' lives.  It said: 
the Court considers it necessary to examine the complaints concerning insufficient State financing of haemodialysis and the local authorities’ failure to cover the applicants’ travelling expenses in the light of the right to respect for private life under Article 8 of the Convention.

Although the object of Article 8 is essentially that of protecting the individual against arbitrary interference by the public authorities, it does not merely compel the State to abstain from such interference since it may also give rise to positive obligations inherent in effective “respect” for private and family life. While the boundaries between the State’s positive and negative obligations under this provision do not always lend themselves to precise definition, the applicable principles are similar. In both contexts regard must be had to the fair balance that has to be struck between the competing interests of the individual and the community as a whole, and in both contexts the State enjoys a certain margin of appreciation...
The margin of appreciation referred to above is even wider when, as in the present case, the issues involve an assessment of the priorities in the context of the allocation of limited State resources ... In view of their familiarity with the demands made on the health care system as well as with the funds available to meet those demands, the national authorities are in a better position to carry out this assessment than an international court”  Emphasis supplied
11. The case is relevant for its illustration of the Court's approach to when a positive obligation to provide a medical treatment might arise.  It is clear that the possibility of such a positive obligation is not ruled out.  It is also clear that it will very rarely arise
.  The principal obligation is that the state (in this case, NICE) must have struck a fair balance between the competing interests of the individual and the community.  Provided it has done so and provided it is within its margin of appreciation it will have acted lawfully. 
12. Pentiacova concerned Article 8 (right to respect for private life) and not Article 2.   Important though Article 8 is, Article 2 must be considered more important still, and unlike art 8, art 2 is not a qualified right  It would not be entirely impossible that a different approach might apply under article 2 that would not arise under article 8, but it is difficult to see why that would be logical.  More plausible is that the only difference may be that the margin of appreciation under at 2 may be slightly less wide than under art 8. 
13. Therefore Article 2 requires NICE to carry out a fair balancing exercise between the needs of these particular patients and the community at large, and that the outcome of that exercise is reasonable.  However this would be the case in any event, if we understand fair to mean rational.  I see no basis for arguing that Art 2 of itself imposes additional restrictions on NICE (or the appeal panel), either procedurally or in terms of possible outcomes, over and above what have been imposed in any case by English public law (and the NICE appeal process which seeks to mirror that law).
14. As to what is required by public law: the courts have confirmed that the “intensity” of a rationality review depends on its context.  They have also confirmed that caution is needed before concluding that an expert and experienced body reached a perverse scientific conclusion.  These two principles may be in tension in this case, in as much as a NICE recommendation, while perhaps not demanding the highest degree of intensity, (it cannot be equated to, say, a deportation or a deprivation of liberty, and it bears only indirectly on the treatment of an individual patient) is clearly an important decision capable of affecting the treatment of a significant body of patients, and yet it is taken by an expert body on scientific grounds.  As the appeal panel is not legally qualified my recommendation is that it does not attempt to balance these factors nicely and it should resist any invitation to opine on precisely what “intensity” of review is needed.  Instead it should hold in mind that a NICE decision is of its nature an important one, but continue to apply its usual approach to both rationality and a fair and proper process.  A proper process is one which considers all of the relevant material (and no irrelevant material) with an open mind, allowing proper engagement with stakeholders as the process requires, and allowing sufficient time for consideration and discussion before a decision is reached.  On rationality the panel will be aware that it cannot substitute its own judgement for that of the Committee, but it should be looking for a decision that does not “add up
” or “stack up”
, ie, where the evidence does not logically support the recommendations.  
Equalities: Article 14

15. To begin with a general point in the appeal, MSD are concerned that the Committee is “unable to objectively justify its assessment of the evidence and its rejection of many of the fundamental elements of the company’s evidence”.  If you find that assertion to be correct, then it must follow that the patients affected by this appraisal have had less favourable treatment that patients in other appraisals where the assessment of the evidence is objectively justified.  However, a recommendation that cannot be justified in light of the evidence would be overturned under ground 2 of the appeal grounds in any event.  While I cannot see any reason why this must not also be characterised as discrimination, I also cannot see that it should anything to your deliberations to look at it through that lens.  This discrimination is a consequence rather than a component of the illegality.  In a sense anyone subject to an unlawful decision of any public body is discriminated against when compared to anyone who is subject to a lawful decision, but it would not be usual to bring discrimination into the discussion unless the discrimination itself established or contributed to the illegality. 
16. Turning to Art 14, MSD are correct that Article 14 (which prohibits discrimination in the enjoyment or protection of convention rights) applies.  This appraisal would seem to be within the scope of Art 2.  Art 14 applies whether or not you find there has been a violation of Art 2.

17.  There are two questions for the panel.  First, what does Art 14 require/prohibit, and second, does the recommendation or the committee’s work fall foul of those requirements or prohibitions.

18. The text of Art 14 reads:

“The enjoyment of the rights and freedoms set forth in this European Convention on Human Rights shall be secured without discrimination on any ground such as sex, race, colour, language, religion, political or other opinion, national or social origin, association with a national minority, property, birth or other status”

19. I suggest the right to be enjoyed here is the right to have a beneficial treatment fairly and rationally evaluated for inclusion within the NHS in accordance with the processes and policies that govern such decisions generally
.  This includes that the evaluation is non-discriminatory, but the result of different evaluations may be that one treatment is recommended and another is not without that of itself being discriminatory.  The application of the same processes and policies to different facts may produce different outcomes without Art 14 being violated.
20. Art 14 is broader than the UK Equality Act (as to which see below) in one sense, in that to be unlawful discrimination does not have to be on the grounds of one or more of a limited list of protected characteristics.  The concept of status generally comprises personal characteristics 
 and must be given a broad meaning
.  Patients with a particular illness are capable of being a group with a defined status attracting the protection of Article 14.  Those with different illnesses can be a comparator group said to be treated more favourably.

21. However, where there is a difference in treatment between groups (and so potential discrimination) in circumstances where the decision concerns competing demands on the state’s limited resources, which would seem to describe NICE’s functions, a breach of Article 14 is not established unless the approach adopted was “manifestly without reasonable foundation”: see R (DA) v Secretary of State for Work and Pensions [2019] UKSC 21.  
22. Therefore you will have to investigate (1) whether there is in fact a difference in treatment between this group of patients in this appraisal and another group in other appraisals and what that difference was, and (2) if there is a difference, whether that difference is manifestly without reasonable foundation.

Equalities: Public Sector Equality Duty

23.  NICE is subject to the public sector equality duty (PSED”), which provides as relevant that it must: “in the exercise of its functions, have due regard to the need to— eliminate discrimination, …and any other conduct that is prohibited by or under this Act; and advance equality of opportunity between persons who share a relevant protected characteristic and persons who do not share it.” In so doing, NICE must have due regard, in particular, to the need to (a) remove or minimise disadvantages suffered by persons who share a relevant protected characteristic that are connected to that characteristic; and (b) take steps to meet the needs of persons who share a relevant protected characteristic that are different from the needs of persons who do not share it.
24. The PSED is a process duty.  Provided due regard has been had the duty has been complied with regardless of the outcome.  (It may be in some cases that if due regard has truly been had, there could only be one or a limited range of outcomes, so that some other outcome would support the conclusion that there was not due regard, but that is not the same as the duty being a duty to achieve a particular end result.)
25. The duty must be exercised by the decision maker during the decision making process and not after the event, it must be taken seriously, and it must be exercised in substance.  It is not an exercise in “box ticking” or paying lip service to equalities, equally the failure to make express reference to the PSED by name will not of itself be fatal. In every case what matters is whether the duty has been discharged in substance, not form.   
26. What amounts to due regard to the elimination of discrimination or the advancement of equality of opportunity is a question for the appeal panel rather than the committee, and is context dependant.  You should establish what account was taken of equality issues during the appraisal, and then form your own view whether whatever was done amounts to due regard in the circumstances of this appraisal.

Equalities: s.29(6) Equalities Act
27. S.29(6) prohibits discrimination in the provision of a public service that is not directly provided to the public, and would apply to NICE.  It is not quite clear what form of discrimination MSD suggest may have occurred, but from the reference to justification it is likely to be either discrimination arising from disability or indirect discrimination.

28. Discrimination arising from disability occurs when A treats B unfavourably because of something arising in consequence of B's disability, and A cannot show that the treatment is a proportionate means of achieving a legitimate aim.  
29. Indirect discrimination occurs when a body applies the same practice or approach to everyone, but that practice puts a group with a protected characteristic at a particular disadvantage compared to those without the protected characteristic, and that disadvantage is not a proportionate means of achieving a legitimate aim.  
30. The MSD argument seems to be that NICE’s processes put these patients at a disadvantage, and because they have not been applied properly or consistently, that disadvantage cannot be justified, but it is not easy to relate that argument to either of these two concepts.  Patients are only interested in this treatment because they have an illness which is defined as a disability, but I suggest that an improperly conducted appraisal cannot easily be said to be unfavourable treatment arising from a disability.  (The sort of case covered by this provision is where, say, a tenant with poor mental health breaches the terms of his tenancy by behaving badly or not paying rent, and the landlord seeks to evict him as a result.)  Here you may struggle to see what it is that is said to have arisen from a disability that causes the unfavourable treatment.  It is also unclear as how indirect discrimination would apply, because the MSD position is that the Committee has acted inconsistently, whereas the essence of indirect discrimination is if anything an over rigid consistency. 
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� In Scialacqua v Italy, the European Commission on Human Rights hypothesised an obligation to fund “treatments that are essential in order to save lives” but without actually deciding that such an obligation existed. 


� This was the view of the Court of Appeal in R ota Condliff v North Staffordshire Primary Care Trust [2011]. R (on the application of McDonald) v Royal Borough of Kensington and Chelsea [2011] UKSC 33) confirms the wide margin of appreciation.  These are of course decisions of national courts.  


� Exp Balchin, [1998]


� R (Interbrew) v Competition Commission [2001]


� Although the most easily grasped violation of Art 14 will be treating one group less favourably than another, it is also possible to violate the article by treating everyone the same where true non-discrimination demands a difference in treatment, as MSD’s second letter rightly points out 


� Mathieson v Secretary of State for Work and Pensions [2015] UKSC 47


� R (Stott) v Secretary of State for Justice [2018] UKSC 59, 
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