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Both proponents and critics of the regulatory state thesis view the creation of non-majoritarian institutions, such as independent regulatory agencies, as a process of 'depoliticisation'. This article problematises this assumption by proposing an analytical framework for better understanding the link between politicisation, depoliticisation, and the delegation of powers to non-majoritarian institutions, based on a study of drug rationing policies in England and France.

A greater delegation of decision-making powers to a regulator enables policy decisions that are likely to prove politically costly, but such decisions are also likely to attract greater countermobilisation, undermining policy stability over time. By contrast, in a less delegated setting, elected politicians can prevent unpopular policy choices from being taken, which contributes to policy continuity. The article further argues that, where decision-making powers are highly delegated, the regulator's autonomy and the visibility of losses imposed by policy decisions condition the politicisation process. These findings suggest that, far from depoliticising policy problems, delegated policymaking insulated from politics can undermine itself by becoming a source of subsequent politicisation; they thus question the prevailing notion that delegation to non-majoritarian institutions contributes to policy stability.

Introduction

In the past few decades, independent regulatory agencies, independent central banks, and other delegated policymaking bodies have spread across capitalist economies (Jordana et al. 2011; Gilardi 2009; Thatcher and Stone Sweet 2002). Broadly labelled as 'non-majoritarian' institutionsgovernment entities organisationally separate from the executive government, neither directly elected by the people nor managed by elected officials 1the implications of such bodies for democratic governance have been hotly debated. Their proponents contend that they contribute to policy stability and effectiveness (Majone 1999). Their critics argue that their spread results in the erosion of democracy and shields politicians from responsibility and public scrutiny (Hay 2007; Mair 2013). Regardless of one's view, however, it has become received wisdom that the creation of non-majoritarian institutions represents a shift towards 'depoliticisation', a process whereby a particular political issue becomes less the subject of the governmental and public arenas, thereby removing the potential for debate, choice, and action associated with politics. 2 Yet, growing attention given to political struggles over regulatory decision-making calls this assumption into question. Recent scholarship has explored contestations against sectoral regulators (Koop and Lodge 2020), central banks (McPhilemy and Moschella 2019), and the European Union (EU) as a non-majoritarian institution (Zürn 2019); and, more generally, the repoliticisation of supposedly depoliticised institutions (Fawcett et al. 2017; Zürn 2021).

Collectively, these observations highlight the need for an analytical framework with which to understand the conditions for, and mechanisms behind, the repoliticisation of the regulatory state.

This article proposes such a framework by highlighting its endogenous drivers, that is, the forces generated by the regulatory institutions themselves. Drawing on the historical institutionalist literature on institutional and policy development (Mahoney and Thelen 2010; Jacobs and Weaver 2015), I argue that policy change that is politicisation-driven, following the creation of independent regulators, depends on the degree of initial delegation; specifically, the extent to which the decision-making powers are transferred from the elected official to a regulator. A highly delegated setting, taking away the decision-making powers from politicians, makes it possible to produce policy outputs that are likely to prove politically costly. But these policy choices, once made, create a greater magnitude of counter-mobilisation in the public arena, undermining policy stability over time. By contrast, in a less delegated setting where elected politicians hold the decision-making powers in their hands, they can prevent unpopular policy choices from being taken. By blocking the opportunity to expand political conflicts, the actions of such politicians contribute to policy continuity. I develop this argument through an analysis of drug rationing policies, or the restriction of funding of pharmaceutical products by health care systems. The case is illustrative of the politicisation of the regulatory state, attributable to both the strong functional imperative for non-majoritarian institutions and its deep political consequences. The functional demand for independent regulators has been at its greatest in this sector: technological advances and demographic change have presented governments with often contradictory pressures around funding drugs, including controlling costs, ensuring citizen access, and rewarding innovative industries. In response, since the 1990s many European countries have created regulatory agencies tasked with assessing the clinical and/or cost effectiveness of medical technologies. 3 Such a reform was justified on the grounds that it would base rationing decisions more on evidence and technical expertise and would achieve a rational resource allocation. 4 Yet, rationing, by its nature, is a political act, setting priorities on which treatment is funded, and which is not, generates losses among sections of society. A policy decision to exclude a drug from the public health care system imposes clearly identifiable losses on organised interests such as drug companies and patient groups; the decision could also be deemed controversial, drawing public attention. Policy makers who choose to impose the losses are thus likely to face mobilisation by those affected groups. Understanding the role of these two forces, the functional and the political, in policy trajectories has important implications for the development of the regulatory state. I compare trajectories of drug rationing policies, after the creation of independent regulators, in England and France. As I shall show below, contrary to what the delegation theory would expect, despite its highly delegated decision-making locus England followed a conflict-ridden path that undermines its policies, while the less politically insulated French setting exhibits greater policy continuity. Given these puzzling outcomes that contradict the existing theory, I use process tracing to elucidate an alternative mechanism that links delegation of decision-making powers with politicisation-induced policy change.

By examining political struggles following the creation of regulators, this article makes two main contributions. First, it identifies a novel mechanism that endogenously drives the politicisation of the regulatory state. While the recent literature has explored effects of politicisation on organisational or policy change (e.g. Koop and Lodge 2020; Maor and Sulitzeanu-Kenan 2013), I point to one of its origins, i.e. where (re)politicisation came from.

Second, my analytical framework departs from the dominant, functional logic of the regulatory state and instead highlights its political logic. Consequently, my case study questions the prevailing notion that the delegation of powers to an independent regulator leads to policy stability (cf. Majone 1997, 1999). On the contrary, it suggests that a greater degree of the delegation of decision-making powers to independent regulatorsthe very institutional design that is seen to enable a credible commitment and is therefore crucial for policy stabilitycan in practice provoke a greater political conflict that ultimately undermines policy stability.

Studying the post-reform political struggles: An analytical framework

The outcome this article examines is politicisation-induced policy change following the creation of regulatory agencies. Politicisation can be understood as the increasing awareness of, and mobilisation around, regulation by non-majoritarian institutions (De Wilde and Zürn 2012; Koop and Lodge 2020). Policy change is assessed by the introduction and use of rules that set the parameter of regulatory decisions. In the case of drug rationing policies, such rules imply regulatory criteria that define whether a drug should be funded by, or excluded from, public health care systems.

Independent regulators are commonly considered instrumental for policy stability (Majone 1997, 1999; Cukierman et al. 1992; Miller and Whitford 2016). Such stability is often hard to attain, because of electoral turnover and temporal shifts in politicians' preferences (Rogoff 1985). Delegating powers to independent regulators, it follows, enables politicians to credibly commit to long-term policy goals beneficial for society. In his seminal work on the regulatory state in Europe, Majone (1999, 4; cf. Majone 1997, 153-154) argued that credible commitment is 'the main reason today for delegating policymaking powers to [non-majoritarian] institutions'. Credible commitment makes it possible to attract private investment (Levy and Spiller 1994) and to secure policy solutions beyond electoral cycles (Majone 1997, 1999; Miller and Whitford 2016). On this functional account, delegation of powers is hence expected to yield greater policy stability.

Yet, empirical records of post-reform policy trajectories contradict such expectations. Despite creating a highly insulated regulator, England experienced non-negligible fluctuation in its subsequent policies, where, despite the initial line of policies making substantial rationing decisions, later periods saw measures introduced to make certain types of new, expensive drugs available. By contrast, the French trajectory, while delegating less powers to the regulator than its English counterpart, exhibited greater policy continuity, where, despite the arrival of new drugs putting the health care system under pressure, few measures were introduced to change the occurrence of rationing decisions.

These gaps between theory and reality suggest that the successful enactment of a reform hardly guarantees policy continuity from then on (Patashinik 2008). If a new regulator is successfully created, once in operation, regulatory policies will inevitably bring about significant distributive consequences; they are thus likely to provoke counter-mobilisation from those who bear the cost of regulation. The counter-mobilisation triggered by these losses can, in turn, pose a threat to the existing policies (Jacobs and Weaver 2015). We thus cannot safely assume policy continuity after the regulator-creating reforms.

To better understand the post-reform political dynamics, I draw on an alternative, powercentred reading of institutions (Mahoney and Thelen 2010; Moe 2005). My key premise is that institutions are inherently conflictual and contain power struggles within them. A major source of change, on this account, lies in shifts in the relative power balance between the coalitions of actors supporting the existing policies and those opposing them. The focus of analysis from which to follow this is, therefore, on how features of institutions can expand or contain the coalition of counter-mobilisers. I place a particular emphasis on a feedback mechanism endogenous to existing policies; specifically, how policies amplify counter-mobilisation to a level that shifts the coalitional balance (Jacobs and Weaver 2015; Weaver 2010; cf. Pierson 1993).

Delegation of decision-making powers has an important role in this endogenous process. I focus here on the extent to which decision-making powers in a given issue are transferred from elected politicians to regulators when creating a regulatory agency. Where decision-making powers are highly delegated, elected politicians have no say in regulatory decisions. Following its creation, it is the agency that makes decisions; its outputs, once decided, are irrevocable, elected officials cannot make changes to them. By contrast, where the degree of delegation of decision-making powers is low, elected officials hold decision-making powers even after the creation of an agency. The agency's outputs can be overridden by an elected official vested with formal decision-making powers. In practice, low delegation may take the form of an 'informal' or 'advisory' status of a regulator's output, a requirement of ministerial approval, or final decision-making powers resting with the minister. The varying levels of delegation of powers thus make a difference to elected politicians' remaining powers, after the creation of a regulatory agency. 5 The degree of delegation matters for the post-reform political struggles because it shapes the ability of the decision maker to impose losses on society. Elected politicians have a strong incentive to avoid the likely blame arising from significant policy losses (Weaver 1986; Hood 2011). Delegation of powers constrains politicians' strategic options around the likely imposition of loss that a controversial decision will yield. In particular, whether or not the option to block such a decision before it arises is available to elected politicians affects their blame-avoiding behaviours. 6 If the varying degrees of delegation of decision-making powers shape the ability to make loss-imposing policy choices, the differing choices create the subsequent political struggles.

Research on policy feedback has shown how past policies affect actors' preferences and capacities (Pierson 1993). Of particular relevance here is that policies often generate negative, self-undermining feedback effects that, over time, erode actors' own political base. A lossimposing regulation is prone to trigger strong negative feedback effects because the losses can be highly visible (cf. Pierson 1994; Jacobs and Weaver 2015). The visible, easily identifiable losses enable those who seek to challenge policies to draw the attention of the wider public. A broadened political base through such mobilisation will thus put policy makers under pressure.

In short, the varying policy choices, anchored by delegation of powers, affect the opportunities available to the cost-bearers of regulation to expand their coalition via the public arena.

Building on the preceding discussion, Figure 1 summarises the main argument linking the delegation of decision-making powers and subsequent policy development. It presents (1) how different levels of delegation of decision-making powers affect policy choices; and (2) how policy choices, in turn, affect subsequent political conflicts and policy development.

First, delegation of powers has important implications for policy choices, especially when a regulator's outputs are likely to impose significant policy losses. Where the locus of decisions is moved to the regulator, since the minister has no say on the regulators' output, it is possible to produce policy choices that are otherwise politically too costly. Where, in contrast, the degree of delegation of decision-making powers is low, elected politicians, with decisionmaking powers in their hands, can choose to prevent a policy choice by overriding the regulator's output if they consider the likely policy losses too politically significant.

Next, policy choices involving the imposition of loss affect, in turn, the subsequent political conflicts and policy development. In a highly delegated setting, the loss-imposing policy generates counter-mobilisation channelled through public and electoral arenas. Actors who enable actors to build a broader base of mobilisation that is not limited to narrow 'stakeholders'.

The heightened level of public awareness may draw the attention of vote-seeking politicians who are otherwise not interested in the issue (cf. Baumgartner and Jones 2010; Culpepper 2010). These politicians may, then, join the coalition of actors advocating policy change. As the pressure rises, incumbent elected officials may also adjust their policy positions, for fear of being punished by voters. In sum, regulatory decisions in highly delegated settings are prone to generate negative, self-undermining feedback through the public and electoral arenas.

If, on the other hand, the decision-making locus is less delegated, the magnitude of this dynamic should be relatively limited. The regulator's negative recommendations may still arouse a counter-mobilisation because of the potential loss it is likely to trigger. But since the minister, who has the final decision-making powers, is receptive to such a counter-mobilisation when the losses of proceeding make the choice too high, the regulatory outputs should be less likely to result in actual losses that counter-mobilisers can exploit to broaden their coalitional base in the public arena. As a result, political conflicts are channelled less through the public and legislative arenas and operate more in the existing decision-making arenas for drug funding.

This pathway to policy change through politicisation via the public arena does not deny other strategies actors can use for counter-mobilisation against regulatory decisions. Such strategies include seeking to forge an alliance with government actors, via informal lobbying of, and formal consultation by, regulatory agencies, ministries, and parliamentary committees.

Yet, a key difference between actors' strategies in a highly delegated setting and those in a less delegated setting is that, in addition to those strategies operating behind closed doors, the former can expand the conflict in the public arena by exploiting the visibility of the lossimposition. As Schattschneider (1975, 16) once noted, expanding social conflicts is a strategy deployed by the losing side in a conflict.

Under what conditions does delegation of decision-making powers trigger politicisation and policy instability? Each constitutive step of the mechanism in Figure 1 is expected to occur only under certain conditions. First, a regulator with decision-making powers can actually produce politically costly decisions only where it has unique preferences that are irreducible to those of elected officials and organised interests. It must also have capacities necessary to translate its preferences into policy outputs. In other words, a politically costly choice is more likely to take place when a regulator acts autonomously (cf. Maggetti 2007; Carpenter 2001).

Contextual factors also matter for the link between policy choices and counter-mobilisation. A politically costly choice is more likely to trigger the expansion of conflict in the public arena, where the imposition of concentrated losses is made visible to the public. Such a concentration is likely to occur when the loss is imposed on a well-defined and tightly linked group in a society; and the imposition of loss becomes visible when it is felt through 'focusing events', or dramatic events that quickly capture public attention (Jacobs and Weaver 2015). In these contexts, the group who bear the losses imposed can expand its coalition by mobilising a broad political base via the public arena.

Case selection, methods, and shared initial conditions

This article uses comparative case studies and process tracing to examine the role of delegation in post-reform policy development in England and France. 7 Several similarities make the two countries excellent cases to compare. First, the two countries share several background conditions that have put them under pressure regarding drug funding. Both are developed democracies with similar demographic trends. 8 Moreover, with the creation in 1995 of the European Medicines Evaluation Agency, the drug approval regulator at EU level, 'innovative' medicines became subject to the same, Europeanised approval process. These common characteristics allow me to hold both demographic changes and new medical technologiestwo major sources of challenge for the health care statelargely constant.

Second, despite the different public health care financing models (health service in England and health insurance in France), in both countries the power over drug coverage decisions rests with the state. Policy makers in both countries thus have held the responsibilityand the blame -for making a drug (un)available through the health care systems. Third, both countries' constitutional structures are marked by a strong executive and a majoritarian electoral system that tends to generate fewer parties in government. Fourth, both countries are a home to a major pharmaceutical industry that is considered to be strategically important. Thus, both national and sectoral institutions in the two countries were endowed with similar structures of political pressure on incumbent policy makers facing drug funding decisions.

Between the late 1990s and early 2000s both countries set up regulatory agencies that assess the clinical and/or cost effectiveness of drugsan event that is in line with the broader trend towards the growth of the regulatory state in Europe. The UK is generally seen both as a frontrunner and as a paradigmatic case of the regulatory state (Moran 2003). In France, the creation of the independent regulatory agency in this area was considered to be a convergence towards the British regulatory state model (Hassenteufel and Palier 2007). Policy makers in

France have, in fact, often made an explicit reference to the English experience, both as a model and as a source that lessons can be drawn from.

Yet, the ostensible convergence to the regulatory state model conceals important differences in the decision-making locus over drug funding. In England, with the creation of the National Institute for Clinical Excellence (NICE) in 1999, decision-making powers over drug funding were taken away from elected politicians. Thus, once NICE issued its Technology Appraisal guidancea recommendation about whether a drug should be funded by the National Health Service (NHS)-it became the final decision for the NHS. This institutional feature was reinforced during the early years of operation; since 2002 Primary Care Trusts (PCTs) and

Health Authorities (the local purchasing bodies of the NHS) have had the statutory obligation to fund technologies recommended by NICE's Technology Appraisals. 9 NICE's guidance was published directly throughout the PCTs, and once it was issued there were few powers granted to ministers to overturn it.

By contrast, drug funding decisions in France were less delegated, with the final decisionmaking powers remaining in the hands of elected politicians. Created in 2004, the independent regulatory agency the Haute Autorité de Santé (HAS) enjoyed considerable formal independence from the health minister in terms of its statutory base and appointment rules.

However, in terms of decision-making rules, both before and after the creation of HAS, it was the health minister who made the final decision on whether a drug would be included in the reimbursement list. The Transparency Committee, an expert committee inside HAS, issued an Avis (opinion), which included evaluation about a drug's clinical benefit; the minister, then, made the final reimbursement decision based on these opinions. 10 Thus, while both countries created regulators, there were important differences in the remaining powers of the health ministers to affect drug funding decisions.

Some readers may wonder whether the observed variation in post-reform dynamics could simply reflect prior differences in the healthcare systems and be unrelated to the delegation reform. They might think, for example, that with a traditionally smaller pharmaceutical spending per capita, and with a national health service, which, unlike a social health insurance, does not allow for partial reimbursement, drug rationing could be a policy problem in England but not in France. 11 A cursory look at the prior policy history, however, reveals that, in both countries, controversies over rationing had been prominent in debates leading up to the creation of the agencies. In England, following the 1990 introduction of the NHS 'internal market' by the Conservative government, controversies grew, during the course of the 1990s, over the refusal of treatment by local health authorities and the resulting geographical unevenness in access to treatment. One of the main rationales that the subsequent Labour government gave for the creation of a regulator was, hence, to tackle this so-called 'post-code lottery' through uniform guidance applied across the nation. In France, since the 1970s, both left-and rightwing governments have used changes in the reimbursement status of drugs, and sometimes total de-reimbursement, i.e. removal of drugs from the reimbursement list, as a tool for cost control, policies that were much contested. Consequently, the government framed the agenda for an independent regulator as a response to a proposal by the Mutualité, the federated body of the mutual insurers and a major cost-bearer of the reduction of the reimbursement rate. 12 In both countries, the creation of agencies was thus expected to increase the power of experts in a hotly contested area.

I now turn to post-reform policy development. This article is primarily a theory-building exercise: I start with an empirical contradiction of the existing, functional theory of delegation which expects that delegation leads to depoliticisation and policy stability; then, using a comparative case study and process tracing, I develop an alternative mechanism linking the degree of delegation with subsequent policy trajectories. [START_REF]For an inductive use of process tracing, George and Benett[END_REF] The analyses start at the inception of agencies in the respective countries and end at around 2016. The article draws on a variety of materials, including: government documents and policy reports, parliamentary minutes and reports, statements made by various societal actors; newspapers, trade journals, and other secondary materials; and semi-structured interviews with actors in the policy process, including government and regulator officials, the pharmaceutical industry, and academic experts.

England: High delegation, public controversies, and a partial policy change

The post-reform trajectory in England was characterised by high-profile conflict and prominent political battles between the regulator and actors aligned with drug manufacturers, channelled through public and electoral arenas. The political conflicts and public controversies, in turn, led to a partial policy change that favoured certain types of new, expensive drugs.

With the locus of decision making insulated from elected politicians, English policy makers produced policy choices that would have been otherwise politically costly. NICE restricted a considerable number of the technologies it appraised. Between 2000 and 2015, approximately 40% of the drugs (232 of 571 technologies) NICE appraised resulted in some form of restriction compared to its approved usage. 14 The negative decisions often provoked contestations; 15 drug manufacturers and patient groups criticised NICE as the 'fourth hurdle' to drug access. Despite the contestations, however, little evidence indicates that the Health Secretary attempted to ignore or overturn NICE's guidance. 16 By leaving ministers little room for manoeuvre the highly delegated locus of decision making enabled the production of otherwise politically costly choices.

Yet, such tough policy choices, once made, were subject to intense counter-mobilisation. If counter-mobilisation through these business-friendly arenas yielded little policy change, however, counter-mobilisation did result in policy change when it broadened its political base in the public and electoral arenas; the availability of cancer drugs exemplifies such dynamics.

Cancer is among the most politically salient disease areas, with powerful organised interests; large charities such as Cancer Research UK and Macmillan Cancer Support are among the bestresourced organisations in the UK non-profit sector. 17 In addition to drug companies, these charities and patient groups were mobilised to participate in publicity campaigns, which helped to raise public awareness of the issue. Media played an important role in the process of the mobilisation by extensively covering NICE's negative decisions on cancer drugs and patient groups' reactions against them. [START_REF]covered NICE's decisions on cancer drugs[END_REF] Throughout the mobilisation against negative decisions, the cost-effectiveness criteria NICE used in its guidance was a major focal point. NICE uses quality-adjusted life years (QALY) to estimate how much a given medical intervention adds to a person's length and quality of life.

Cost per-QALY, or the incremental cost-effectiveness ratio (ICER), then indicates the costeffectiveness of the drug. During its early years of operation, it emerged that NICE tended to use an ICER of £20,000-£30,000 per QALY as a threshold to judge whether a drug was considered an appropriate use of NHS resources. [START_REF] Rawlins | the House of Commons Health Committee[END_REF] As NICE tended to reject a drug with an ICER higher than the cost-effectiveness threshold, the threshold became the subject of intense discussion.

The debate over NICE's cost-effectiveness threshold translated into greater political pressure through a controversy over the NHS 'top-up' payments. In the NHS, based on its founding principle of 'free at the point of delivery, regardless of the ability to pay', a patient was prohibited from paying privately for a part of treatment on top of free treatments with the NHS, i.e. making 'top-up' payments. 20 The prohibition, however, received growing criticism among patient groups and physicians, who pressed for reform in order to obtain drugs that Richards for a review of top-up payments. 21 The resulting report recommended measures to improve the availability of drugs for patients nearing the end of their lives. NICE tended to judge such drugs as not cost-effective, but the review advocated a 'greater flexibility' based on a 'common perception' that society places special value on supporting end-of-life patients. 22 In response, NICE introduced the End of Life (EoL) criteria; applied to life-prolonging drugs for a small patient population with a short life expectancy, the criteria, if they were met, would allow NICE to recommend treatments that exceed the threshold of £20,000-£30,000 per QALY. 23 The distributive implications of the criteria were hardly lacking in controversy: in the following year, the House of Commons Health Committee inquiry concluded that the EoL criteria were 'both inequitable and an inefficient use of resources. By spending more on endof-life treatments for limited health gain, the NHS will spend less on other more cost-effective treatments'. 24 The heightened public controversies over the availability of cancer drugs further shaped politicians' strategies for the 2010 General Election. The Conservative leader David Cameron and the shadow Health Secretary Andrew Lansley pledged to set up a specialised fund within the NHS, which would cover the cost of cancer drugs rejected by NICE. Following the Conservatives' electoral victory and the establishment of the Coalition Government, the government announced that a £50 million 'emergency fund' would be injected before the launch of the Cancer Drugs Fund in the following year. Starting as a £200 million fund, the Fund's budget was subsequently expanded to £280 million a year in 2014 and £340 million in 2015; by March 2015 it had spent £968 million. 25 The Fund effectively overrode the NICE guidance andsince it came from a ring-fenced budget within the NHS rather than an additional moneyprioritised cancer drugs over other treatments and services.

Thus, the policy trajectory in England involved political battles channelled by the public and electoral arenas, which led to a partial policy change. The highly delegated decisionmaking locus made NICE's outputs the final policy decisions for the NHS. Yet, over time, as NICE kept producing negative policy decisions, they generated counter-mobilisation. Drug companies and patient groups broadened their base of counter-mobilisation, calling on support from the public and politicians, by drawing public attention to the losses imposed by the policy decisions. The rise in public awareness and pressures on the incumbent government resulted in measures to improve availability of the cancer drugs that NICE would have judged not costeffective, but at the expense of other treatments in the NHS.

France: Low delegation, conflict containment, and policy continuity

In France, the post-reform period was characterised by the prevention of controversial decisions and policy continuity. With decision-making powers in their own hands, health ministers prevented unpopular policy decisions from taking place. The resulting absence of opportunities to expand coalitions contributed to policy continuity.

De-reimbursement of drugs with insufficient clinical benefit exemplifies the consequences of low delegation for policy choices. The Transparency Committee's evaluation in 1999 of all the reimbursable drugs concluded that of 4,490 reimbursable drugs, 835 (18.3%) were judged to be insufficient in clinical benefit. 26 However, contrary to an initial announcement by the Socialist government and the health minister, Martine Aubry, de-reimbursing these products proved difficult. In addition to pressure from the domestic pharmaceutical industryespecially small and medium-sized firms, which would be affected the mostthe industry minister was opposed, emphasising the impact on employment, while some medical professional associations also resisted. 27 In the end, the Socialist health ministers, including Aubry and her successor Élisabeth Guigou, decided not to resort to total de-reimbursement, and instead opted to reduce the reimbursement rate for a certain category of products and for price reduction.

This dynamic did not fundamentally change after the Transparency Committee was transferred to the newly created HAS in 2004. When HAS recommended de-reimbursement of 145 drugs with insufficient clinical benefit in 2006, the Gaullist health minister Xavier Bertrand refused to follow the HAS opinion, noting that his role was 'to take into account the social reality', as opposed to HAS's 'scientific assessment'. [START_REF] Echos | [END_REF] Successive ministers remained reluctant to de-reimbursement: the reimbursement rate for 150 products with low or insufficient clinical benefit was reduced from 35% to 15% to avoid total de-reimbursement. 29 In sum, both before and after the creation of an independent agency, elected officials prevented an unpopular policy choice, such as total de-reimbursement.

Ministers' avoidance of unpopular choices operated not only at the level of policy choices over individual drugs but also at the level of rules defining those policy choices; we can see such a dynamic in the politics of changing reimbursement rules. It was relatively rare for the HAS Transparency Committee to give a negative opinion on drugs; 80-85% of the drugs it examined each year received the rating 'substantial' actual benefit, usually reimbursed at 65%.

As the pressure to rationalise spending continued, however, from the mid-2000s, debate grew over HAS's evaluation criteria. Often explicitly referring to NICE, its focal point was whether

France should incorporate economic evaluation to achieve greater prioritisation in care. In addition to the Court of Audit, a long-term critic of the lack of economic evaluation, obligatory and complementary insurers and bureaucrats in the Ministry of Health supported the incorporation of economic evaluation, a call that was echoed by Haut Conseil pour l'Avenir de l'Assurance Maladie, a government-led agenda-setting forum. 30 The Social Security Financing Law (LFSS) for 2008 thus gave HAS a mission to produce 'medico-economic recommendations and opinions on the most efficient strategies for treatment, prescription or care management'. 31 HAS set up the Commission Evaluation Economique et de Santé Publique (CEESP), which, in subsequent years, actively advocated the use of economic evaluation.

The debate over reimbursement criteria gained further momentum following a drug scandal.

It was revealed that Mediator, a diabetes drug produced by the second-largest French manufacturer Servier, and one of the drugs the Transparency Committee judged insufficient in clinical benefit, was alleged to have caused from 500 to 2,000 deaths since 1976, before it was withdrawn in 2009. Following the scandal, in 2011 Health Minister Bertrand declared an overhaul of pharmaceutical regulation. This time, in addition to HAS and others advocating changes in the pre-scandal period, the Inspection Générale des Affaires Sociales, the grand corps investigating the scandal, proposed creating 'NICE à la française' 32 , replacing the reimbursement criteria with a new version that integrated economic evaluation. The minister would still retain decision-making powers but would have to explain to the public the reasoning behind not following the evaluation. 33 Such a far-reaching reform, however, did not take place; in the following year, a ministerial order gave CEESP's economic evaluation some limited roles in pricing but none in reimbursement. Despite the favourable conditions for those advocating policy changebureaucrats seeking to achieve policy innovation, a major scandal that drew public attention, and a minister who was eager to introduce a high-profile reformchange in reimbursement rules did not occur.

Why did the proposal fail to materialise? A major hurdle faced by actors seeking to change the rules was the ministers' reluctance to take up a reform that might make a more unpopular policy possible. Throughout the policy debate, ministers distanced themselves from the use of economic evaluation in the reimbursement decision. For instance, during the National Assembly debate leading up to the 2008 LFSS that expanded HAS's missions to medicoeconomic evaluation, the Gaullist health minister, Roselyne Bachelot, noted that 'I am against integrating the concept of quality-adjusting life-years into the indicators of medico-economic efficiency, like NICE,' because 'it does not match the culture that HAS draws inspiration from'. [START_REF]L'Assemblée nationale, Compte rendu analytique officiel[END_REF] The minister's reluctance did not change after the Mediator scandal. In 2012, when HAS proposed replacing its evaluation criteria with a new version that would provide fuller comparative assessment, the Socialist minister was not in favour; again referring to the example of NICE, she considered a proposal such as this that might limit access to medicines would be 'politically unacceptable' in France. [START_REF][END_REF] In subsequent years, the HAS Board Chair made multiple attempts to put into practice the new evaluation method; the continuous arrival of expensive drugs put health care systems under even greater pressure; and a 2015 report by the director of the National Health Insurance Fund (Caisse nationale de l'assurance maladie) recommended replacing the current criteria with a comparative evaluation similar to the HAS proposal. 36 Yet, during its tenure, the Socialist government never took up the proposals. With the decision-making powers in their hands, ministers were not keen on enacting a change in rules that could lead to more controversial decisions.

Thus, in France, a less delegated locus of decision making prevented unpopular policy choices from being taken. We have seen two different pathways of low delegation affecting ministers' behaviours. First, low delegation allowed ministers to avoid de-reimbursing the drugs that the Transparency Committee judged as insufficient in clinical benefit. Another effect of the low delegation concerned ministers' response to policy debate over changing drug funding rules. If the Mediator scandal helped those who advocated changes in the rules to put forward their agendas, the low delegation, whereby the final decision-making powers lay with the minister, meant that ministers had a strong incentive not to create political controversies surrounding HAS's evaluation and reimbursement decisions. Any changes in criteria that would increase the chances of unpopular choices thus entailed the resistance of ministers.

Conclusion

Despite the common assumption that the spread of non-majoritarian institutions indicates a depoliticisation process, regulation by non-majoritarian institutions has increasingly become

the subject of open contestations. This article has presented an analytical framework with which to understand political struggles after the creation of independent regulators, with a focus on their endogenous drivers and based on a study of drug rationing policies in England and

France. In contrast to the existing literature emphasising the functional logic behind the regulatory state, here I have explored an alternative, political logic that stresses the role of the emerging losses that regulation imposes in operation. In doing so, the article has demonstrated how a greater delegation of powers to a regulator in England led to a more conflictual, unstable path than its French counterpart where the locus of the decision was less delegated. I here highlight two further findings.

First, delegation of powers to independent regulators had consequences for the subsequent political dynamics because it shaped whether politicians were able to avoid politically costly policy choices. Where the politicians had decision-making powers, such as in France, they were able to block unpopular policy choices, such as de-reimbursement and proposals for changing reimbursement rules. Such an option was not available for the English ministers. With few decision-making powers left in their hands, elected politicians did not overturn NICE's lossimposing decisions. The losses, in turn, provoked the counter-mobilisation of affected actors, resulting in policy change favouring cancer drugs where the counter-mobilisation was the greatest.

Second, my case study has highlighted the role of different arenas in policy change. Facing a loss-imposing regulatory decision, whether or not policy makers were able to contain conflicts in the existing decision-making locus had implications for coalition expansion via the public arena. In England, even if actors did not successfully challenge policy through lobbying via business and government fora, controversies in the public arena played an important role in policy change by expanding the base for mobilisation. The dynamic showed a stark contrast to France, where ministers were able to accommodate societal interests using their powers in the regulatory arena. The key role of the public arena in this mobilisation process means that in the highly delegated regulatory state the source of endogenous change is more likely to come from outside the existing locus of regulatory decisionsa finding that is somewhat missing from the recent literature's focus on 'hidden' change by elites manipulating institutions from within (e.g. Hacker et al. 2015).

It is also worth noting two limitations of the study. First, while this analytical framework focuses on the effects of different levels of delegation of decision-making powers, their origins are outside its scope. Second, the discussion on endogenous change here is primarily about policy challengers. But whether challengers' mobilisation results in policy change can depend also on its defenders. Continuity and change, then, may be a product of the relative balance between negative and positive feedback effects (Weaver 2010). To gain a complete picture of these dynamics, future study could examine how independent regulators, by channelling positive feedback from existing policies and institutions, respond to counter-mobilisation.

Finally, returning to the opening question of the regulatory state and politicisation, contrary to the dominant view that delegating powers to non-majoritarian institutions is crucial for policy stability, my findings suggest that it can actually result in policy instability by becoming the subject of politicisation itself. Of course, we need to be cautious about the generalisability of the findings from a two-country, single-sector case study. Nevertheless, the mechanism of the politicisation of the regulatory state identified here should be applicable to the policy sectors where regulation imposes losses on societal groups to achieve policy goals. Two further key factors that condition the mechanism include: (a) a regulator's autonomy, which makes it possible to make politically costly decisions; and (b) the visibility of the losses, which triggers counter-mobilisation. Where decision-making powers are highly delegated, these conditions fuel a politicisation process, eroding the base for policy stability that the regulatory state is claimed to achieve.
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1 This definition is modified from Thatcher and Stone Sweet 2002, 2. 2 This understanding of depoliticisation is based on Fawcett et al. 2017, 6;Hay 2007, Chapter 2. 3 16 out of the 28 (12 out of the 15 pre-2004) EU member states had established an agency by 2011 (Löblová 2016, 257). 4 These rationales are partly informed by international policy trends such as health technology assessment, which involves a systematic evaluation of impacts of health care technologies from medical, economic, ethical, and social perspectives (Valesco Garrido et al. 2008, 31ff). 5 It is worth noting that delegation of decision-making powers, which this article focuses on, is analytically distinct from a regulator's independence, a much-discussed concept in the literature; the latter refers to a regulator's ability to make policy outputs without political interference. A regulator that is independent may or may not possess decision-making powers for a given issue. For the distinction between the two, see Hanretty and Koop (2012 10 In its opinion on drugs, the Transparency Committee assesses the drug's absolute clinical benefit (Service médical rendu or SMR), which informed the reimbursement decision. The SMR consisted of five ratings and was connected with the reimbursement rate. The drugs given 'major' (majeur) or 'substantial' (important) SMR ratings would normally be covered for 65% of the cost, while the drugs with 'moderate' (modéré) and 'low' (faible) SMR would be covered for 35%, and drugs with 'insufficient' (insuffisant) SMR would not be reimbursed. 11 The 2015 retail pharmaceutical expenditure per capita (including both prescription and over-thecounter medicines): $497 (UK), $637 (FR) (Organisation for Economic Co-operation and Development

  Figure 1The political dynamics and endogenous development in the post-reform period

  Drug companies actively mobilised themselves, seeking to change rules via different routes with varying success. Some counter-mobilisation involved lobbying policy makers via business and government fora. These included the Pharmaceutical Competitiveness Task Force, a forum created in response to the lobbying by the pharmaceutical industry of the Prime Minister Tony Blair, following NICE's negative guidance, and the Bioscience Innovation & Growth Team, a group launched in 2003 by the Department of Trade and Industry, in partnership with the BioIndustry Association. While these fora were vocal in challenging NICE's practices throughout the 2000s, they resulted in few changes in NICE's policy orientations.

  NICE had not yet appraised or had rejected. Public pressure increased in 2008, following media coverage of the death of a bowel cancer patient, who had been refused further NHS treatment because she privately purchased a drug rejected by NICE. Both the Department of Health and the Health Secretary Alan Johnson initially denied the possibility of reform, but, facing mounting pressure, Johnson soon changed position and asked National Cancer Director Mike

  ).6 This preventive action is consistent with what recent scholars have called the 'anticipated' form of blame-avoidance behaviour, as distinct from the 'reactive' one(Sulitzeanu-Kenan and Hood 2005; Hinterleitner and Sager 2017).7 Due to the jurisdiction of the National Health Service this study focuses on England and not the UK.8 The share of persons >65yo in the total population (2016): 17.9% (UK), 18.8 % (FR), EU-28 average= 19.2%; Life expectancy at birth for total population (2015): 81.0 (UK), 82.4 (FR), EU-28 average= 80.9. Source: Eurostat (online data code: demo_pjanind, demo_gind)9 In 2012, the Primary Care Trusts were replaced by the Clinical Commissioning Group and the Health Authorities were abolished. NICE was later renamed as the National Institute for Health and Clinical Excellence (2005) and the National Institute for Health and Care Excellence (2013), as its remit expanded.

Acknowledgements

I am grateful to Philippe Bezes, Jared Finnegan, Corinna Funke, Philipp Genschel, Colin Hay, Ellen Immergut, Christel Koop, Bilyana Petrova, Mark Thatcher, Matia Vannoni, David Woodruff, conference or seminar participants at the 2022 International Conference for Europeanists, the 2021 World Congress of Political Science, the 2021 ECPR Standing Group on Regulatory Governance Biennial Conference, the 2019 Public Policy Research Network Graduate Workshop, the European University Institute, and the London School of Economics, and anonymous reviewers for their helpful comments and suggestions.

Funding details

The work is supported by the European Union's Horizon 2020 research and innovation programme under the Marie Skłodowska-Curie grant agreement No. 101029233, the Japan Society for the Promotion of Science, and the Konosuke Matsushita Memorial Foundation.

Disclosure statement