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Abstract

This thesis analyses “health care litigation” inaB8r and England. By health care
litigation 1 mean those lawsuits in whiatlaimants demand from the State the
provision of a certain health treatment based @ir tbntittement to receive health
care from the public health system or funded byTite question that guides this
thesis is whether courts intervening in rationirecidions make the public health
system more or less fair. The concept of fairnasselin this thesis draws on the idea
of “accountability for reasonableness” developed Nyrman Daniel and Charles
Sabin. This research will analyse the case-law of cowrtBrazil and England, and
the impact of litigation on the public health systeBased on this research, | argue
that health care litigation in Brazil, where couirgerpret the right to health as an
individual trump against rationing decisions, isking the public health system less
fair. Conversely, in England, where courts maintyitcol the procedure rather than
the substance of the rationing decisions, litigaticontributed to make health
authorities more accountable and rationing decssianre public and based on better
reasons, robust evidence and fair principles. éstangly, even though courts in both
countries have judged their cases in different wayshe long term, litigation was
one of the reasons for the creation of health teldyy assessment systems that try to
legitimate rationing decisions through more puldied better reasoned decisions:
CONITEC in Brazil and NICE in England. The analysishealthcare litigation in
Brazil and England also contributes to the broadebate about social rights
adjudication. These cases provide empirical andnecei evidence that can be
compared with the experience of other jurisdictitmsshed light on the potential,
risks and limits of courts controlling the alloaati of resources in social policies

using the language of social rights.
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1. Introduction

Background and context

An ageing population that is well educated, hignfiprmed, less acquiescent
and has high expectations in relation to what heakatments can do to allow its
people to live longer and better lives increases demand for health care. A very
profitable pharmaceutical industry that invests vilgain the development and
marketing of new and expensive medical technologegands what it is
technologically possible to do in healthcare. Hinadnd especially in countries where
there is legislation guaranteeing universal and prefmensive healthcare coverage,
governments under budgetary constraints need tqrsatities in healthcare and to
establish the level of priority that should be give healthcare in comparison to other
policies. What is more, the more successful a pubg&alth system, the higher the
financial pressure to meet the population’s hedhtople who live longer lives will
need more and more expensive health care.

This scenario describes the Sisyphus work thakpeeed from health care
systems in both developing and developed countoieshis, see Coulter & Ham, 2000;
OECD, 2006). Since there is an increasing mismaietween what the healthcare
patients expect (and demand) to receive and tleepedblic health systems can afford to
provide, health care rationing has become moréleisirhis increases the pressure on
health authorities who have to set priorities ialttecare and, therefore, to make “tragic
choices” (Calabresi & Bobbit, 1978).

This thesis will analyze one source of pressurdealth authorities: litigation.

In recent years courts have been expanding thaewepower to cover issues of public



policies that in the past were left to the compleiscretion of politicians and

bureaucrats (on a broad analysis of this phenomesea Tate & Vallinder, 1995;

Hirschl, 2008). Healthcare is certainly one of theseas in which the expansion of
judicial power is present. Apart from the reasomeaaly mentioned that make
healthcare a constant cause of dissatisfaction gnmitizens in relation to the

government, there has also been an increasingnigticrgof the entitlement to receive

healthcare (occasionally translated into the laggua the right to health) in legislation,
constitutions and international treaties (Backmtuale2008). There is also generally
less trust placed in public authorities and pabtis by citizens. Moreover, there has
also been better access to justice and widespreadfulitigation in a society of less
acquiescent citizens. This is a scenario that briagjoning decisions to the review of
courts and prompts the phenomenon that | will lsaie “health care litigation”.

By “health care litigation”, | mean those lawsuiswhich claimants demand
from the State the provision of a certain healdatment based on their entitlement to
receive health care from the public health systenfunded by it. These lawsuits are
generally lodged by those negatively affected joning decisions and who expect
courts to review these decisions. “Rationing”, histthesis, means the non-provision of
a health treatment because of limited resourcé®oause the health authorities are not

convinced that it is effective or cost-effective

! Some authors define rationing as the non-provisibtreatments only because of limited resources,
which excludes from this definition cases in whitients are not offered treatments that are ceresitl
not effective (see, for instance, Herring, 20082p. | opted for including in my definition of ‘tianing”
the non-provision of treatments for effectivenesasons because when it comes to deciding about the
provision or not of a treatment, it is normally yaifficult to disentangle them from economic reaso
Cost-effectiveness analysis, one of the most usethads to decide on the provision of health care,
functions with considerations of both cost and @ffeness. Moreover, in an ideal world where resesir
are not scarce, it would be perfectly rational tovide drugs which have low effectiveness. Howeirer,
real health systems, every treatment carries oppitytcosts (Ford, 2012, p.29).
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The involvement of courts in decisions about thevigion of healthcare is a
worldwide phenomenon and has caught the attenfionamy specialists. Hogerzeil et
al. (2006) surveyed low-income and middle-incomentoes and found judicial claims
for health treatments in 12 countries. Yamin & Glep (2011), Gauri & Brinks (2008)
and Langford (2008) have all published collectiotiat not only analyse the
phenomenon in many countries, but also comparewsijurisdictions so as to offer
important insights on how courts decide, what dititg’ claim, and the impact of
litigation on the public health systems and theytafion’s health. Other scholars have
also researched specific jurisdictions such asiBfazy., Ferraz, 2011A), Colombia
(e.g., Landau, 2012), Canada (e.g., Flood & Ch@i0® South Africa (e.g., Young,
2012; Liebenberg, 2010), Germany (Hess, 2006) adic (e.g., Fredman, 2010). In this
thesis | make an in-depth analysis of just twosjtigtions - Brazil and Englafd that
have never been compared before.

Many of the aforementioned scholarly works analyeeinvolvement of courts
in decisions about the provision of healthcarenatances of right to health adjudication
and, therefore, within the framework of social tgyladjudication. The “right to health”
has been progressively recognized in national datishs and has allowed, in many
jurisdictions, that demands for health care be edias legal entitlements to be enforced
against the State via courts (Backman et al., 2R087-2078). Nonetheless, this thesis
does not consider that health care litigation isesearily an instance of the judicial
protection of the right to health: the lawsuits ldraging healthcare rationing decisions

do not always use the language of the “right tdth&aand courts may scrutinize and

2| will use "England" as meaning "England and Wal@$e cases analyzed in this research were judged
by the Courts of England and Wales and the Natibrstitute for Health and Care Excellence provides
guidance for health authorities in England and \&/ale
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review rationing decisions without considering tisetwes to be adjudicating social
rights (see Figure 1).

There is no doubt that, because of the widesprsadofi the “right to health”
language, the discussion about health care libgativerlaps with many of the topics
debated in the literature on social rights adjutbice Therefore, the scholarship on
social rights adjudication will be useful for ansityg health care litigation in this thesis

and, likewise, the latter can bring important cidmitions for the former.

Figure 1

Healthcare Right to health | Social Rights
Litigation adjudication Adjudication

Justification for the comparison of the cases

It would be reasonable to ask why and how to compao jurisdictions that
seem, at first sight, to be so different. Englasi@ ideveloped country with a common
law system, no written constitution and no consttal right to health; whereas Brazil
is a developing country with civil law system, atten constitution and a constitutional
right to health. However there are similaritiest itmake the comparison worthwhile for

my argument in this thesis.
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Firstly, both countries have universal national lmubealth systems financed
by general taxation from which citizens are erditle receive comprehensive healthcare
free of charge. This is more than a mere coincidesmce the creation and organization
of the Brazilian public health system (tBstema Unico de Sajde 1988 was inspired
by the English NHS (Tanaka & Oliveira, 2007). Exbough there is no constitutional
right to health in English law, there is an explitamework of legal rules concerning
the provision of health services that entitle eitig to receive healthcare. Moreover, the
NHS Constitution has recently adopted the languafgeghts, such as the right to
receive comprehensive care from the public hegstesn (NHS, 2013).

Secondly, in both countries there are a significaniber of health care
litigation cases, spread over many decades. Thiffgreshtly from most studies
analysing health care litigation in other juristhats, my analysis is not based on a few
cases in one jurisdiction or a collection of capieked from different countries. The
two case-studies in this thesis allow me, in eaabecto set out a narrative of the
transformation of the way in which courts have bdeniding these cases and to track
the interaction between courts, health authorares legislatures through the years.

Thirdly, in spite of the differences in the headifstems in terms of quality and
actual coverage, health care litigation in bothntoas is mainly driven by the claim for
new and expensive treatments against the publithhegstem. The same drugs that are
litigated for in England are also claimed in Bragiburts and health authorities in both

countries are therefore facing the same challeagdslilemmas.

Fourthly, even though courts in each country debekdth care litigation cases
in different ways, in the long term litigation hasntributed to the creation of similar

schemes for health technology assessment in thalicphealth systems: NICE in

11



England, and CONITEC in Brazil. Thus, the comparietween both cases helps to
understand the impact of health care litigationtlo®m way decisions are made in the
public health system and how the experience in ametry can shed light on the

experience of the other.

Finally, let us assume that when courts decidemdaior health treatment
based on patients’ legal entitlement to receivdtheare, they have to choose between
three positions: ‘usurpation’ (i.e., to issue pgsitorders against the prevailing political
or administrative view); ‘abdication’ (i.e. to cetteexecutive bodies lattre blancheto
decide about the provision of policies); or anlimtediate solution (that can have many
forms) between the two (Michelman, 2003, p.16). Thase-studies here provide a
perfect description of usurpation (Brazil) and dd&ation (England before the case
Child B), and an example of the form of intermediate sofuthat | will be arguing for
as the most suitable for courts, namely the prodenforcement (England after the
caseChild B* and, possibly, Brazil after the creation of CONO)E Thus, these cases
are useful in helping our understanding of the iohd different patterns of litigation
on the public health system and the limits, potdatand risks of courts getting involved

in rationing decisions of this sort.

Health care litigation: improving or foreclosingifaess?

The question that guides this thesis is whethertsaatervening in rationing
decisions make the public health system more arfis. The concept of fairness | use

draws on the theory of Norman Daniels and CharldsrS(Daniels, 2009; Daniels &

¥R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
“R v Cambridge Health Authority, ex fE995] 2 All ER 129, [1995] 1 WLR 898
12



Sabin, 2008). Assuming that in a context of scaeseurces we will not be able to meet
all health needs, the question is how to make thaiewe are meeting what we can in a
fair way (Daniels, 2009, ch.4). Probably there asemany answers to this question as
there are theories of justice, and many of them egeally plausible. Therefore,
reasonable people may disagree about the bestovdigttibute health care resources
because there is no broadly accepted consensus whah distributive principle —
utilitarianism, egalitarianism, prioritarianism,daso on — is the best guide for a fair
allocation of resources (Daniels & Sabin, 2008; pdniels, 2009, p.107).

In light of this, Daniels and Sabin propose a pcattsolution, that of
procedural legitimacy. According to this approatie fairness of a health system
should not be measured according to some genenaigles of distributive justice but
rather according to the fairness of the procedureugh which the decisions are made.
They argue that a fair public health system is ionehich there is “accountability for
reasonableness”, i.e, decisions about the allataifohealth care are made explicitly
through a procedure that fulfils the following cair@hs: (i) publicity (transparency and
openness); (ii) relevance (based on evidence, nsaawd principles that are accepted by
fair-minded people); (iii) revisions and appeals@imanisms to allow interested parties
to challenge decisions); and (iv) regulation (pulsBgulation to ensure the first three
conditions are fulfilled). Thus, based on the framoek suggested by Norman Daniels
and Charles Sabin, when | ask whether courts iateng in rationing decisions make
the public health system more or less fair, | akirgswhether courts interfering in
rationing decisions promote or impair such optirppabcedure as is advocated by

Daniels and Sabin.
The relationship between accountability for reabtgr@ess and litigation was
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mentioned by Daniel and Sabin, but not developethdun. In the debate among health
policy experts about whether rationing should beliex or implicit, part of the
literature that defends implicit rationing affirntisat one of the reasons why rationing
should not be made explicit is fear of litigatigiven that explicitness would “open the
door to attack” from dissatisfied patients andtheivyers. On the other hand, there are
those who affirm that courts will be less likelygobstitute their own decisions about a
provision of new technologies if they see healthhardties using “robust, careful,
deliberative procedures and base their conclusiongasonable arguments that appeal
to the evidence produced in the evaluations” (Dange Sabin, 2008, p.50). Norman
Daniels recognises that arguments on both siddersiibm being speculative since
“there is no evidence that failing to provide ra@s@rotects an organization against
litigation or that giving them opens it up to mdrégation or successful litigation”

(Daniels, 2009, p.122).

In light of this controversy, this thesis will utiee Brazilian and the English
cases to bring empirical evidence to bear on wieaabpresent the “speculative” claims
that are being made on both sides of this debatetdd in my findings, my argument is
that keeping rationing implicit does not and wibhtrforeclose litigation. Patients are
well informed and willing to demand treatments mpoovided by the public health
system. The “door to attack” is already open arel ¢hallenge is how to control the

cases that should pass through it.

This research will be also concerned with the iohjpé litigation on the public
health system. Based on the analyses of healtHitige¢ion in Brazil and England, my
argument is that the impact of litigation depend$ on whether but on how courts
review rationing decisions.

14



In Brazil, the Federal Constitution declares the right toltheéo be a
fundamental right and a duty of the State. The Gmi®n also established a public
health system based on the principles of univdysakquality of access and
comprehensive coverage. These principles haveeshtihose who have been denied
health treatments by the public health system dgddawsuits against the State, which,
coupled with courts interpreting the right to hkeadts an individual trump to receive
healthcare irrespective of the costs against retgpdecisions, has led to thousands of
lawsuits. Brazil is a typical case of what (as vewé seen) Michelman (2003) calls
“usurpation”. | argue that this model of healthecéitigation is based on an unrealistic
assumption that the State can provide every h&é@#tment needed by anybody. Apart
from the significant economic impact of such casesthe public budget, there is
empirical evidence that health care litigation egjuiring the public health system to
spend significant amounts of resources withoutaiggod evidence (courts are forcing
the provision of health treatments with low codeefiveness or the effectiveness and
safety of which are not proven); based on an uoredse principle (those who have
capacity to litigate have access to treatments #mnat not available for the other
beneficiaries of the public health system) and with broader discussion about the
needs of the rest of the population that shoulddresidered. In other words, Norman

Daniels and Charles Sabin’s test is not being met.

Courts that use the right to health as a trump @arudect the interest of
individual litigants without taking into considei@t the economic impact of the
decisions, as in Brazil, end up forcing public auitres to apply the “rule of rescue” for
litigants and this forecloses the possibility ofkimg rationing explicit. Thus, health

authorities have less incentives to make ratiomixglicit because the reasons for their
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decisions are not important for courts, and pedipé¢ know they are receiving sub-
optimal care will probably be successful in forcitlge provision of the rationed
treatment through courts. Therefore, this pattefnlitgation does not contribute
towards making rationing decisions more transparent decision-makers more

accountable, but rather encourages implicit ratigrior fear of litigation.

Nonetheless, health care litigation in Brazil hascdme such a dramatic
problem in the last years that a new system foringakealth care rationing more
explicit has had to be instituted. The Federal 1&w01/2011 was recently enacted and
created the National Health System CommissionHerlhcorporation of Technologies
(CONITEC), an institution responsible for assessang deciding on the provision of
new health technologies in the public health systdinis is an attempt by the
government to make use of a more legitimate deatisiaking procedure — more
transparent; based on better reasons, evidenceraraples; and with possibility of
challenge by interested parties —, in line with i2Enand Sabin’s idea of accountability
for reasonableness, in order to convince courtbeomore deferential to rationing
decisions made by health authorities. This lawsttie push the Brazilian model of
health care litigation from “usurpation” to a margermediate position, one which is
similar to where health care litigation in Englacutrently is and that, | argue, is the
most suitable for courts when deciding health ddgation cases.

The case of Brazil is also important as a placesb the suggestions made by
authors who believe that courts can be reformeasgo be more legitimate and to have
their institutional capacity to judge social rightsues increased. It is expected that
courts that are more open to participation fronenested parties, coupled with judges

that are better trained, assisted and informed tafbeaith care policy issues, are better
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equipped to make fair decisions about the provisibhealthcare. Reforms of this sort
have been put forward in Brazil. Nonetheless, basedh comparative institutional

analysis, | argue here that these changes do hanea courts’ capacity and legitimacy
to an extent that would justify allowing judgesdiaim the power to allocate scarce
resources.

In stark contrast to Brazil, the English courts evenritially a perfect example
of the “abdication” model used by Michelman (2003purts were very deferential and
avoided interference in the way health authorite@®ned health care. They restrained
themselves to a minimal level of scrutiny of ratmandecisions and there was more
trust than has been evident in Brazil that healfh@rities had made the best decision.
However, after the well-known decision of the c&$eld B>, English courts started to
expect authorities to provide good reasons forr tthecisions and to prove that they had
done the best possible job in gathering and asgpskita, in considering alternative
policies, and finally in clarifying the principlesaderpinning their decisions.

This turn in health care litigation in England wage of the reasons that health
authorities started making rationing explicit, ,i&plaining how and why decisions had
been made as they had as a way to cope with psigegsdemanding courts and the
negative publicity caused by these legal claimargue that health care litigation in
England has helped to engender a dialogue betwaamscand health authorities that
has led to fairer decision-making procedures fag thcorporation of new health
technologies. This process has culminated in tkatiom of the National Institute for

Health and Care Excellerfce NICE —, the institution responsible for assegdiralth

® R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
® NICE’s original name when created in 1999 was d\wl Institute for Clinical Excellence.
17



technology in the NHS based on the idea of accailityefor reasonableness developed
by Daniels and Sabin. | also present evidence tggest that making health care
rationing explicit in England — being transparemid goublic about procedures and
reasons — has been an efficient policy in contrglthe increase of health care litigation
and has allowed health authorities to defend raigpdecisions in courts.

Thus, if courts control the quality of the decisimaking process (whether it is
open, transparent, based on acceptable evidenaspn® and principles that are
accepted by fair-minded people and with opportesitifor interested parties to
challenge the decision) instead of allocating ssassources themselves by deciding
whether an individual claimant should have accessa treatment, they force health
authorities to ration explicitly and by doing it this way create incentives for fair
decisions. Being able to articulate the reasonghfeir decision becomes a strategy for
authorities by which to defend their decisionsifiyation. Courts, therefore, meet the
“regulative principle” in Daniels and Sabin's thgahey ensure the other conditions for
accountability for reasonableness are fulfilled.

This analysis of the impact of judicial review omré&aucracy and the impact of
bureaucratic decision-making procedure on litigatieals with important topics, albeit
in this field they are still underexplored in thec®-legal literature on judicial review
(Cane, 2004). My research on the relation betwessiltln authorities and courts in
Brazil and England will draw on this literature ahdpefully, contribute to it.

Moreover, the analysis of the impact of health d#rgation on the public
health systems in Brazil and England can also tmrier to a broader debate on social
rights adjudication. Social rights adjudication as phenomenon present in many

jurisdictions and has triggered a heated debatehenlimits, risks and potential of
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litigation in this area. In a nutshell, those whivacate that courts should adjudicate on
social rights argue that courts can hold healthhaities accountable, force the
implementation of rights’ protective policies aneldn institutional voice for groups and
individuals who are not heard in the legislativel audministrative arena. Those who
are sceptical about social rights adjudicationnel@hat courts have no institutional
capacity and legitimacy to second-guess the dewsiwade by policy-makers, and that
this may create inequality in the access to welfarefits because they will mainly
benefit those who have capacity to litigate (foromerview of this debate see Gearty &

Mantouvalou, 2011).

As already indicated, Brazilian courts have bagicahterpreted the
constitutionally based right to health as an indlial right to have healthcare needs
fulfilled, and it is clear that Brazil is a casewtich very activist courts vindicate the
arguments of those who are more sceptical aboutapacity and legitimacy of courts
in adjudicating social rights and its consequerineegards to unequal access to the
public health system. Decisions are often basegomn evidence, non-consideration of
the needs of the rest of the population and witlaritrary preference being extended
to some groups in the access to healthcare. Goigd B’ English courts, in contrast,
control decision-making procedure rather than sutz®. This approach does not give
to courts the role of second-guessing health attitbeirallocative decisions (which, |
argue, would be beyond courts’ capacity and legitiy), but it can make sure these
decisions are made through a fair procedure thaasparent, participative, based on
good evidence and fair principles of justice, aradmby accountable authorities (i.e.,

the Norman Daniels and Charles Sabin’s optimumequtore).

"R v Cambridge Health Authority, ex fB95] 2 All ER 129, [1995] 1 WLR 898
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The cases of Brazil and England provide good exesftat flesh out the
usurpation/abdication dilemma in healthcare liigat However, they also allow us to
go beyond this dichotomy by providing insights toss|aa more nuanced view of the
different ways through which courts can decide sasmgarding access to social
policies. Therefore, this thesis can also conteabiat the general debate about social
rights adjudication.

Brazil and England posthild B® can be used as models for two ideal-types of
social rights adjudication: “individual enforcemérdand “procedural enforcement”,
respectively. These two types are not the onlytiexjsones, and they can be compared
with other models developed by the literature thas analysed other jurisdictions -
especially South Africa, India and Colombia - wheorirts propose different ways to
adjudicate social rights, which | will collect undéhe rubric of “strong structural
enforcement” and “weak structural enforcement”xpect the comparison of each type
of enforcement — strong structural, weak structuradividual and procedural — will
contribute for the literature on social rights atipation by showing an evidence-based
and nuanced view of the limits, risks and poterdfaocial rights adjudication.

My argument is that procedural enforcement, if cared to the other three
models, is the type of adjudication can avoid thgctions frequently raised against
social rights adjudication (lack of institutionapacity and legitimacy, and unfairness)
while, at the same time, providing the benefitslefal accountability which are
suggested by social rights adjudication advocatash as promoting accountability;
demanding transparency and justification; reviewidigcriminatory and abusive

decisions; guaranteeing procedural fairness; aneéciing unfairness in concrete cases.

8 R v Cambridge Health Authority, ex fB95] 2 All ER 129, [1995] 1 WLR 898
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Based on this broader analysis of social rightadidation and connecting it to
the more specific debate about health care libgati argue that, in other for litigation
to promote fairness in healthcare, the right tdtheshould be interpreted by courts as
the right to access a health system in which ressuare allocated through a fair
procedure, rather than as a substantive rightcirtain claimed treatment.

In sum, my thesis is built on Norman Daniels an&i@s Sabin’s concept of
what a fair public health system is (one in whigtidions about resource allocation are
made through a procedure that is accountable fasoreableness) and the impact of
litigation on the public health system will be assal according to whether it promotes
or hinders such an optimal procedure. | expectgbsons from an in-depth evidence-
based analysis of two jurisdictions in health cétigation to contribute to the
scholarship on how courts impact on the way pualithorities make their decisions

(andvice-versg, and also to the broader debate about sociaisragjudication.

Structure of the thesis

In addition to the Introduction and the Conclusitmns thesis will consist of
five chapters. The first two chapters will be ore tBrazilian case. Chapter 2 will
analyze the health care litigation phenomenon iazBibased on empirical data. The
chapter is mainly based on a literature review mwipieical research on this topic.
Fortunately, the data on this phenomenon is abundad has been relatively well
studied by legal scholars and public health spistsal This chapter answers the
following questionswhat is demanded by claimants?; what is the litigamsual socio-
economic profile?; what are the economic impactthefdecisions on the public health

budget?; and how do courts judge these caks?answers to these questions ground
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my argument that health care litigation in Brazlsha mainly negative impact on the
public health system because it forecloses thefigeod evidence, the consideration of
other needs that have to be met by the public Ihegktem, and the application of fair
principles of justice to allocate healthcare. Appdythe terminology to which | referred

in the Introduction, courts are making the pubkalth system less fair. This conclusion

sets the scene for what follows.

Chapter 3 analyses the responses that have bedormatrd by the highest
institutions of the judicial branch — the Supreneel€éral Court (STF) and the National
Council of Justice (CNJ) — and by federal legisiat the Federal Law 12.401/116-
the agreed need to control the impact of healtle déigation in Brazil. The STF
organized a public hearing to discuss the topib wstecialists and stakeholders in order
to bring legitimacy, information and expertise toetcourt to decide health care
litigation cases. It also established some guidsliregarding how courts should judge
health care litigation cases. The CNJ put forwaebmmendations to enhance courts’
institutional capacity by training judges to deathwclaims for health care and by
making doctors and pharmacists available to adiisen on these cases. As already
briefly referred to, thé-ederal Law 12.401/2011 creatdte National Health System
Commission for the Incorporation of Technologie©O{QTEC) and an administrative
procedure for the incorporation of new technologassa further attempt to improve the
quality of decisions in terms both of procedure amilence. | argue that the proposals
from the judicial branch (STF and CNJ) still do riake the problem of rationing
seriously and expect courts to perform administeaand political tasks that can be

better accomplished by other institutions. Conugrsae Federal Law 12.401/11 opens
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up a new possibility for dealing with health categation in fairer way. This response is

similar to that already implemented in England.

The next two chapters analyze health care litigatioEngland. Chapter 4 aims
to make a comprehensive analysis of the Englisth ligurt and the Court of Appeal
case-law. Based on the literature (e.g. Jacksdl);20ewdick, 2004; Syrett, 2007) and
on my own interpretation of the decisions, | sugdleat English courts have transited
from a very deferential approach in the end of1@0s to one in which, since the case
Child B’, health authorities are expected to provide jigstifons for the policy they had
chosen. From the first cases ur@hild B, English courts avoided scrutinizing the
decisions made by health authorities arguing thiat was not a function for courts to
perform. However, afte€hild B*, courts became very proactive in demanding reasons
from health authorities to prove that the decisitimsy made were based on a fair
procedure. In contrast to Brazil, where an enormmausber of cases make quantitative
analysis possible, in the English case the analgsisainly qualitative and focused on

the reasoning underpinning the decisions that @mnsidered.

Chapter 5 aims at assessing the impact of coutBeoNHS, and the impact on
litigation on the way rationing is achieved. In qmamson to Brazil, in which the
amount of cases has had a direct impact on thacphbhlth system, in the case of
England, the impact has been mainly indirecthis is because what courts have said
and the publicity of the cases have been more itapbrthanthe outcome of the

decisionsper se,and there has been impact as well in the lesssitite aspects of the

°R v Cambridge Health Authority, ex fB95] 2 All ER 129, [1995] 1 WLR 898

YR v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898

1R v Cambridge Health Authority, ex fE95] 2 All ER 129, [1995] 1 WLR 898

20n the concept of “indirect impact” of litigatioee Sunkin & Richardson (1996, p.90) and Sunkin
(2004, p.63)
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government, such as the management system andodeciaking culture. | argue that
the publicity of the legal challenge to some rafigndecisions — such &hild B and

Pfize*— and the change in courts’ attitude towards ratipulecisions made rationing
more visible, contributed to put pressure on healtithorities and forced the
implementation of a fairer procedure. This procadsinated in the creation of NICE
in 2000, which, | argue, was an effective respotsenealth care litigation. The
similarities between CONITEC and NICE make my argutrhere of direct relevance

for the future direction of Brazil with its new rietg.

It is against this background of careful empiridecussion that in Chapter 6 |
use the cases of Brazil and England as entry paitdsthe debate about the role of
courts in the protection of social rights. | dissumme theories commonly used to
justify social rights adjudication and argue tHayt overestimate courts’ capacity and
legitimacy in comparison to other institutions. Jtias resulted in theories of social
rights adjudication which have lacked an adequatownt of judicial restraint. In
response to these theories, | develop a typologpofal rights adjudication to compare
different types of enforcement — strong structumagak structural, procedural and
individual — and analyze each of them in terms airts’ capacity and legitimacy to
adjudicate social rights, and the benefits of aidpttbn for litigants and for those in the
same position as them. Based on this typology ahdieg Norman Daniels’ theory, |
suggest a concept of a right to health to be agpdiecourts when judging health care

litigation as the right to access a healthcareesysn which resources are distributed

3R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
R v Secretary of State for Health ex parte Pfizer [2002] EWCA Civ 1566
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according to a fair process, i.e., transparentigyaative based on adequate evidence

and shared principles of justice, and decided lop@aatable decision-makers.
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2. Health Care Litigation in Brazil: causing unfairnes by protecting rights

The Brazilian Federal Constitution declares that tight to health is a
fundamental right of all and a duty of the Stateiurtlitermore, the Constitution
established a public health system based on timeiples of universality, equality of

access and comprehensive coverage.

Based on the Constitution, some citizens who wereedl health treatments by
the public health system have lodged lawsuits agdine State, claiming that the
Constitution gives them a right to receive anytiresnt they need, free of cost. In most
cases, courts have ruled in favour of the claimbgterdering the public health system
to provide them with the claimed treatments. Thenber of lawsuits demanding
treatments from the public health system has beeeasing astonishingly since the last
years and its impact on the public health budgdbeisoming increasingly relevant.
Hence health care litigation has become a freqissoe faced by health authorities and

judges and is also a regular topic in the acadeelate.

In this chapter, | analyze the health care litigatphenomenon in Brazil by
answering the following questions: what is demantgdclaimants?; what is the
litigant’s socio-economic profile?; what are theoeemic impacts of the decisions on
the public health budget?; and how do courts jutigee cases?. The answers to these
questions allow me to make the argument that healté litigation in Brazil is making
the public health system less fair. It creates e-tier public health system - one for
those who can litigate and have access to anymesdtirrespective of cost, and the

other for the rest of the population who have azdesmore restricted care - and it
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compels the provision of drugs based on poor evieleand without considering any

cost-effectiveness analysis or the relevant puitgalth priorities.

The negative consequences caused by health dgedidib in Brazil are not
particular to this country since a similar pattefnlitigation and judicial decisions is
also found in countries such as Argentina, Colomdnmal Costa Rica (Yamin &
Gloppen, 2011). These consequences are not sagpagher. They can be theoretically
explained by the fact that courts are ill equippednake allocative decisions and the
judicial process tends to reduce issues with bmoaapacts to an individualized
problem (Gearty, 2011). The Brazilian case vindisaihe concerns of those scholars
who affirm that activist courts making substantigocative decisions should be

“tamed” rather than encouraged (Gearty, 2011).

Researching health care litigation in Brazil is anteasy task. The number of
health care litigation cases in Brazil amountsuadreds of thousands and it would be
impossible to research what are more than 5,500iaipatities, 26 states, 1 Federal
District and the Federal Government to assess istdgmanded, the profile of litigants
and the economic impact on public health budgeth®fdecisions that are made. Even
though there has never been such an effort to amdtgalth care litigation in the
country as a whole, many researchers have alregdlyto understand the phenomenon
locally in some entities of the federation, andythave come up with important data on

this topic.

This chapter will be based on studies analysindtiindiigation in the Federal
Government; the states of Sao Paulo, Rio de JarMdimas Gerais, Santa Catarina, Rio

Grande do Sul and the Federal District; in theesitbf Sao Paulo, Rio de Janeiro and
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Florianopolis, (the capitals of the states of Saol®, Rio de Janeiro and Santa Catarina,

respectively’’.

This chapter has two limitations that should benagledged. Firstly, | will be
only looking at a few local jurisdictions within &il, albeit these are the most
important ones for the purposes of this thesis.ofdiog to Ferraz (2011A), most of the
litigation is concentrated at the federal level amdhe states of Santa Catarina, Rio de
Janeiro, Minas Gerais, Sao Paulo, Rio Grande dpF2uhna and the Federal District.
Therefore, with the exception of the state of Paraabout which no comprehensive
research was found, the literature used in thigisegrovides data on the local
jurisdictions where health care litigation is mdrequent and on the capital cities

(where the population is concentrated) of threthe$e states.

The second limitation is the fact that these stdi@ not use the same research
method and are not all making the exact same qumssti~or that reason, the differences
in regards to sampling size and method, coding)yaisatechnique and research
question are mentioned throughout this chapter, (gespecial, Table 1) in order to

make clear the basis and limitations of the conahss| draw from this literature.

Notwithstanding these limitations, that can be exgd when working with
empirical data in a country of continental dimensayganized in a federal system, this
chapter provides an up-to-date and comprehensim@uat of the health care litigation

phenomenon in Brazil, pointing out common pattenng sensitive to local variation.

!> The Brazilian National Health System is organiired federative way, in which the responsibility to
provide and finance healthcare is distributed antbeg-ederal Government, states and municipalities.
The Brazilian courts have constantly decided thatizen can judicially claim health treatment atsi
any level of government (Wang et al., 2012). Thé&ans that a citizen in Sao Paulo can sue the €ity o
Sao Paulo, the State of Sao Paulo or the Federar@ment. He can equally decide to sue two of them
or even all of them.
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Table 1 — Empirical studies on health litigatiorBrazi

|16

Expenditure to

® ® f % of % of litigants ;
Paper Location Period of cases dls?a_lse among registry at not included in rgpres_ented fprescrlptlon decisions
itigants ANVISA health policies y private rom private (Brazilian
lawyers practice Reai
BRAZIL Federal
(2013) Governmeny 2009-2011 34,500 not availabld  not available not availablg not availabld not availablg 501,635,002.6
Afonso da
Silva & Diabetes (23.7%);
Terrazas| State of Sa Cancer (20%)
(2012) Paulo 2007 160* Arthritis (18%) not available not availablg 60 60.6 not available
Circulatory systen
(21%); endoctring]
nutritional and
metabolic (13%)
Biehl et al. State of Rig mental and
(2010)| Grande do Sul 2002-2009 1,080*| behavioural (12%) not availablg 56% 34.7 36.8 not available
Rheumatoid
arthritis;
Mucopolissacarid
Ferraz Federal sis; Diabetes
(2011) Governmeny 2003-2009 5,323 Hepatitis C|  not available not availablg not availabld Not available] 159,000,00d
Rheumatoid
Arthritis (23,1%);
Diabetes (6,5%)
Arterial
Machado ef State of Minag Hypertensiorn 73,800,000
al (2011) Gerais| 2005-2006 827 (5,5%) 5 56,7** 60,3 70.5 (2005-2008
Macedo ef  State of S&
al. (2011) Paulo| 2005-2009 81* Not available]  not availablg 66.2** | not availablg Not available] not available
Filho et al. State of S& 512.550.717,72
(2010) Paulo| 2005-2010 23,003 Diabeteg  not availablg not availablg not availableg 60 **
Arterial
hypertensior]
Pepe et al| State of Rio dg (11.3%);
(2010) Janeiro 2006 98* Diabetes(9.2% 1 80.6 17| Not available] not available
Arthiritis; Hepatitis
Pereira et| State of Santa C; Arterial
al. (2010) Catarina] 2003-2004 622 Hypertensior] 14 62.2** 59 55.8 9,494,645.97
not availablg
(suggesteq
that most
litigants
Ventura et City of Rio de received
al. (2010) Janeiro| 2007-2008 289* not availabld  not availablg not availablg legal aid)] not availablg not available
Digestive systen
and metabolisn
City of Rio de (21,6%); Nervoug
Janeiro (Stat¢ system (14%)
Figueiredo of Rio de Infectious diseases
(2010) Janeiro)| 2007-2008 1,263* (8,6%) 0.4 92.5| not availablg 9.5 not available

'®n this table were included only the articles thaalysed healthcare litigation in a certain jidgdn
without limiting the scope to a subgroup of patsent diseases.
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Digestive systen
and metabolisn|
(17%);
Cardiovascula|

Chieffi & system (17%)
Barata State of Sa Nervous system
(2009) Paulo 2006 3,007 (16%) 3 77 74 47 65.000.000
Cardiovascula
system; Nervous
Sant’Annal State of Rio dg system; Respiratol
(2009) Janeirg 2006 27* system 0 81.5 29.6 44.4 not available
City of
Florianopolis Diabetes; Arteria
Leite et al| (State of Santa hypertension
(2009) Catarina)| 2003-2006 2,426 Cance not availablg 68** | not availablg Not available 374,659.21
HIV; Cancer;
Romero| Federal hepatitis C;
(2008) District | 1997-2005 221* Arthrosis|  not availablg not availablg not available 21 not available
Diabetes only
(37%); Cance
Vieira & City of Sao| (22%); Arterial
Zucchi| Paulo (State of Hypertension and
(2007) Séo Paulo 2005 170 Diabetes (9% 2 38** 54 40.8 867,000
Marques &
Dallari State of Sa
(2007) Paulo| 1997-2004 31* not availablgd  not availablg not availablg 67.7| not availablg not available
Arthiritis;
Ankylosing
Santos e Federal Spondylitis;
al. (2006) District | 2005-2006 160 Osteoporosi not available 66 78.8 42.5 19,920,000
Nervous system
(21%);
Cardiovascula
system (17.5%),
Digestive systen
Messeder et State of Rio dd and metabolisn
al (2005) Janeiro| 1991-2002 389* (15.8%)[ not availablg not availablg 27 16 not available

*value based on a sample, does not representtidlentamber of cases in the period.
** percentage of drugs among all those demandetp@mentage of lawsuits claiming drugs not inctlidehealth

policies.

*** average amount per year.
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2.1. What is demanded

Health litigation in Brazil is mainly focused onetlprovision of drugs for
individuals (Ferraz, 2011A). The first health ldaigon cases started in the mid-1990’s
and were mainly claims for HIV drugs (Scheftdral. 2005). After 1995, a significant
number of new drugs for HIV were developed and edoto bring a significant increase
to patients’ life expectancy and an improvementhigir quality of life. In that period,
the Brazilian policy for HIV included the provisiasf drugs free of charge, albeit not
the modern ones that patients were willing to nsthé place of, or in combination with,

those already provided.

Therefore, some HIV patients went to courts clagrimat their right to health
was being violated because the treatments avaiialitee public health system were no
longer effective for them and thus, they neededntioee modern drugs. And because
courts were deciding in favour of patients, thesst tases were followed by more
litigation with the same claim. Cases demanding ldhigs were predominant during
the first years of health litigation in Brazil. the Supreme Federal Court, from 1996-
2004, one third of health care litigation casesmdal drugs for HIV (Wang, 2009). In
the state of Rio de Janeiro, from 1991 to 1998,entlban 90% of the lawsuits claiming
drugs were lodged by HIV patients (Messeder, 2085)a result, in 2001, 80% of the
HIV policy budget was spent to comply with judicgEcisions ordering the provision of
drugs for patients, mainly those not provided by plublic health system at that time

(Schefferet al.2005).

Lawsuits claiming HIV drugs have decreased sigaiftty in recent times,
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probably because the Ministry of Health createcbmpmrehensive and internationally
praised policy for HIV (WHO, 2004; UNIADS, 2003),hich includes the newest
treatments to virtually all patients who need thétowever, litigation is still used by

patients when there is a shortage of these drutjeipublic health systerh

The HIV patients’ successful litigation at all lévef the judicial branch has
become an example for patients suffering from otlezases. Nowadays, the variety of
diseases to which treatments are demanded is sistogi and includes very rare
diseases — such as Gaucher's disease, Duchennealanudgstrophy, epidermolysis
bullosa — as well as diseases that affect a laegéors of the population. Currently,
research shows that most lawsuits demand drugshfonic diseases, such as diabetes,
cancer, arthritis, hepatitis C and arterial hypesien, alongside other health problems
related to the digestive system and metabolism, cdréliovascular system and the

nervous system (See Table 1).

What is more, and similar to what happened durvegHIV period, the main

" Some authors claim that part of the HIV policysss was due to the constant pressure of patiants o
the health system by means of individual lawsusisheffer et al, 2005; Camara, 2000; Brinks & Gauri,
2012, p.19). However, it is difficult to demonsedhat litigation played a central role to the ssscof
this policy. Even though litigation was widely uskg HIV patients and encouraged by NGOs, the
pressure for a making a good and comprehensiveyolime from many places. The public and the
media were especially aware of the disease bedawsftected people who held a high profile and
influence on the public opinion: such as artistd arell-educated professionals (Fonseca et al, 2003)
These patients were also more capable of organitiemselves in associations and lobby for better
public policies for HIV (Nunn et al., 2007) and fieipated actively in designing the policy insidest
Ministry of Health and through other participatificea (such as national and local health counc8sime

of the so-called “HIV activists” were eventuallyfefed positions in the Ministry of Health and beeam
part of the government themselves. Furthermoreintpertance of a good policy for HIV was also feyt

the National Congress, which enacted the Fedenal 2813/96 that guarantees the access to drugs for
HIV patients. Finally, international organizatiossch as the World Bank were also pressuring for and
funding policies for HIV (Pereira & Nichita, 2011n conclusion, one has to be wary not to overestm
the role of litigation in promoting a good policyhen compared with the influence of the media, publi
opinion, international organizations and the pragnbetween activists and the Ministry of Healthdan
the National Congress. On the difficulty of measgrthe indirect and long term impact of litigatisee
Section 6.2.
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driver of litigation is the set of new drugs thae anot included in the pharmaceutical
policy of the public health system. The percentajecases in which claimants
demanded drugs not included in the public healdtesy’s pharmaceutical policy is
high — 80.6% in the State of Rio de Janeiro, 92iB%e City of Rio de Janeiro and
66.2% in the Federal District (See Table 1). Otpapers, instead of analysing the
percentage of lawsuits in which a non-included dwas demanded, assessed the
percentage of non-included drugs among all drudggipily claimed — 62.2% in the
State of Santa Catarina; 68% in the City of Flavjawlis; 77% and 66.2% in the State of

Sao Paulo; and 38% in the City of Sao Paulo (S&éeTH.

It is important to highlight the difference betweémese two methods for
calculating the data. The second method - whicmisothe number of non-included
drugs among all those judicially claimed - may wlerestimating the importance of
the claim for new drugs as the main driver of righhealth litigation. In many cases,
patients demand more than one drug. For exampliheircase of the State of Rio de
Janeiro (Pepet al.,2010), it was found that among the drugs judicialgimed, 52%
were not included in pharmaceutical policy. Howewehen analysing the number of
cases in which at least one of these drugs is elinhe number rises to 80.6%.
Sant’/Anna (2009) found similar information: 42.6% the claimed drugs are not
included in pharmaceutical policies whereas 81.2%® lawsuits demand at least one
of these drugs. An analogous situation was founthen State of Sao Paulo. Wang,
Terrazas & Chieffi (2012) found many cases in wipelients were litigating for drugs
already provided by the public health system, iditlg very basic, cheap and essential
medicines. After analysis, they found that in 87f&cases, the already included drugs

are litigated together with non-included drugs. &bt does it happen?
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One explanation is that when people go to couritigate for an expensive
medicine, they make the most of their effort ardlude all the medicines that are in the
same medical prescription that contains the experdtiug that is really motivating the
litigation (Wang, Terrazas & Chieffi, 2012; Machad®010). People would do it
because if they have a judicial decision in thawrour, they will receive all the drugs
together and without queue or bureaucracy. The reeédeovernment, for instance,
when complying with a judicial decision, delivetsetdrug by mail to the patient’s
house (BRAZIL, 2013B). Moreover, patients make sina their supply will not be
interrupted, since health authorities will not stgpoviding the drugs because
disobeying a judicial decision (contempt of cousta criminal offense in Brazil. Then,
in some cases, drugs included in the pharmaceuyialalies are “free riders” and are

claimed together with drugs not provided by thelthesystem.

It was also noticed that in many cases, patientst Wwe courts claiming drugs
that belong to the pharmaceutical policy becausg there prescribed for off-label or
off-protocol use. Off-label use means the presionipof a drug for unapproved clinical
indications or unapproved subpopulations (Staff@@)8). Off-protocol use means the
prescription of drugs that are incorporated inghblic health system to patients who do
not meet the clinical criteria established by datiprotocols. For instance, Macedb
al. (2010, p.709) analyzed high cost drugs that arelaely provided by the public
system and found that in 81.3% of the cases, theical guidelines did not
recommended their use for claimants’ health neBasilar findings were presented by
Machadoet al. (2011); Wang, Terrazas & Chieffi (2011); Figuirg@®10); Messedeat

al. (2005).
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Lastly, in some cases, even if all the criteria evenet, the administrative
procedure to receive a drug could take more tinan th claim through the courts
(Machadoet al, 2011), especially if patients have a provisiondgecision in their
favour. Therefore, going to the courts may be dacéfe way to jump the queue to

access high cost drugs in the public health system.

There is also a small percentage of litigants dlagmdrugs that are not
registered at the Brazilian National Health Sutaeite Agency (ANVISA), the agency
responsible for barring unsafe and unproven dragsige in the country (See Table 1).
In cases where courts order the provision of dmgfsregistered at the ANVISA or
authorise off-label and off-protocol use, they ardering the provision of treatments
the effectiveness and safety of which have beertastéd or proved. Besides the risks
for patients, the cost can be very expensive. kamgle, in the State of Sao Paulo,
around £14.6 million was spent to comply with judliadecisions ordering drugs for
cancer from 2005 to 2006. However, 17% of this amauas spent on drugs without
any scientific evidence that they could bring aeydfit to patients who were claiming
them, either because the drug was not registerdteadNVISA or because it was not
recommended for the patients’ kind of cancer adogrtb clinical guidelines (Lopest

al., 2010).

Similar data were found by Vieira & Zucchi (200According to them, 3 out
of 10 kinds of drugs for cancer provided by they@it Sao Paulo in compliance with
judicial orders were not registered at the ANVISAdamost of the others lacked
evidence of their efficacy for the claimants’ cadéss also important to highlight that
drugs for cancer are extremely expensive. In thg @ Sao Paulo, just 7.2% of the
drugs supplied to comply with judicial order weneigs for cancer. However, 75% of
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the total spent to buy judicially ordered medicimess spent on oncology (i.e. cancer-
related) drugs (Vieira & Zucchi, 2007). Thus, e¥lkough drugs for cancer were not so
relevant in quantity, they had the most significampact in terms of budget expenditure

with health care litigation.

Besides drugs, there are other examples of desisiat ordered the provision
of other kinds of treatments without evidence desaand effectiveness. In the case
STA 2238 the Supreme Federal Court (STF) decided thaheaéth system should pay
for surgery that could only be provided by an Aroani surgeon, who had to be brought
to Brazil with all the expenses (flight, hotel aadJS$150,000.00 bill for the surgery)
paid for by the State. The surgery was not apprdwedhe American FDA and was
never assessed by the ANVISA. Another exampledsise RE 36854% in which the
STF decided that 6 people had the right to recemr@ment for pigment rethinosis in
Cuba, with all the expenses (flight, hotel, treattheovered by the State, in spite of the
medical consensus that the treatment for pigmehingsis in Cuba does not work. The
Brazilian Ophthalmology Association, the institutithat represents ophthalmologists in
the country, participated in the judicial procedaral confirmed before the Court that
the treatment is ineffective. Nevertheless, ther&up Federal Court decided that the
patients’ right to health included the right toee@ treatment abroad, even when there

is strong evidence that it is ineffective.

The assessment of effectiveness and safety ofrmtesditis important and
should be one of the first things to be taken intmsideration when designing

healthcare policies. However, there is another cdsfleat cannot be neglected: the

'8 Supremo Tribunal FederalSuspensao de Tutela Antecipada £2308)
' Supremo Tribunal FederalRecurso Extradordinario 36854@011)
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treatments’ cost-effectiveness. Even if it is pbubat a new treatment is safe and
effective, it is important to assess whether lietter than the existing treatments and, if
they are more effective, if their costs compenslategains achieved by the use of the
new treatment in place of the old one. Ideallyjgras should be cared for with the best
treatments available, but the scarcity of resourses ubiquitous reality and should be
taken into consideration by those who decide whdchgs should be provided to

patients.

Ferraz & Vieira (2009) calculated that if the pgbhealth system in Brazil
decided to supply all hepatitis C and rheumatailrdis patients (1% of the population)
with the most modern (and expensive) drugs forehdiseases, then 4.32% (around
£35.8 billion) of the Brazilian GDP would have te spent on these drugs. This is more
than what the government (federal government, stated municipalities together)
spends on healthcare. This means that if no raigomias made in these cases, the
health system would have to spend on 1% of the latipo more than what is spent on
the public health system as a whole. The modergsdfor hepatitis C and rheumatoid
arthritis — Pegylated Interferon; Infliximab; Etaoepte and Adalimumab — are some of

the most judicially claimed drugs and are commaunted by courts in Brazil.

According to Machadet al (2011) and Vieira & Zucchi (2007), among the
drugs provided by judicial order and are not ineldigh pharmaceutical policy, between
73% and 80% of them have cheaper alternatives alailin the public healthcare
system. Similarly to what happened in the case Idf #tugs, patients are demanding
modern (and usually more expensive) treatments twhre allegedly better than the
already provided drugs.

The case of the analogous insulin is another istexg example. Analogous
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insulin is the most litigated treatment in the stat Sao Paulo and the cities of Sao
Paulo and Rio de Janeiro (Afonso & Terrazas, 20¥ang et al. 2011; Figueiredo;
2010). The public policy for diabetes offers hunasulin to patients, but litigants want
to have free access to so-called analogous insuhich is much more expensive, but
the use of which is much more convenient (Siebeath@009). The Brazilian Ministry
of Health has steadily refused to provide the ag@is insulin, claiming that there is no
scientific evidence that it is more effective thhaman insulin for the control of
diabetes (BRAZIL, 2008). Even though it is not eciflly stated, the fact that analogous
insulin is much more expensive than the human eensi certainly an important reason
for not providing what some patients (and theirtdox) prefer. Just to give an example
of the impact that the substitution of analogowsulim for their human versions would
cause,n 2011 approximately 4.8 million vials of NPH insu(a human insulin) were
supplied by the public health system in the stdt&ao Paulo, which total cost was
about R$15 million (around5 million). If the public health system had prowidthe
analogous insuliglargina instead of the NPH, the cost would have increasdi$936
million (around£292 million), which means that the expenditure wionhve been 62
times highef®. For most judges, however, if the patient has acpigon for the
analogous insulin, then the right to health wilinyp rationing considerations (Waeg

al. 2011).

Norheim & Gloppen (2011) evaluated some of thesgslprovided via courts
in terms of priority for the population. They cdlated Quality Adjusted Life Years

(QALY) for each disease and, based on the counbf @er capita, created thresholds

% This data was calculated and provided by Ana @hjgfarmacist of the State of Sao Paulo Secretary
of Health.
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to grade health treatments according to levelsriirity for the population. Applying
this methodology to a sample of litigated drugBnazil, Norheim & Gloppen (2011,
p.313) concluded that most of them should be dladsas having a low priority, since
they provide small or marginal health benefits ahigh opportunity cost for the

healthcare system.

The case STA 538 judged by the Supreme Federal Court, is one elaofp
how expensive a treatment granted judicially canTweo patients who suffer from a
very rare disease epidermolysis bullosa dystrophicalodged a lawsuit in order to
oblige the health system to supply them with tresmtirthat would give them a better
quality of life and longer life expectancy. The to$ the treatment for each patient,
according to health authorities, was calculatedd 280,000 per year. Nevertheless, the

Court decided it was the duty of the State to miewhe treatment to these patients.

In sum, health litigation in Brazil is mainly drineby the demand for (1) new
(and more expensive) treatments in substitutiortfose already included in Brazilian
public health system pharmaceutical policy and dflabel and off-protocol use of
treatments. There is also evidence that litigaisoforcing the health system to provide
drugs whose safety and effectiveness are not pr@arehalso drugs the supply of which
is controversial because they provide low margigeih at high cost for the public

system.

L Supremo Tribunal FederalSuspensao de Tutela Antecipada GB®L1)
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2.2. Who demands
In the previous section, we saw that health litagain Brazil is mainly driven

by individual claims for drugs not included in tipeiblic system’s pharmaceutical
policies or for off-label/off protocol use of thosdready included. But what is the
profile of these individuals? Are they the worst-okho found in the judiciary an
institutional voice for their unaddressed healtedseand a means of putting pressure on
sluggish and unresponsive governments and bureadcr®r are they the most
privileged who have more information and resoutoeafford the costs of litigation for
drugs that their private health insurance does provide them and that are too

expensive for an out-of-pocket payment?

This question is extremely important for a courdinaracterized by huge social
inequalities (Brazil still has one of the highesNGindexes in the world (UNDP, 2010,
p.27)) and health inequalities, where the poor heavegher probability of being sick

and a lower probability of accessing healthcaredi®le2011; Piolaet al, 2009).

Three papers tried to analyse litigants’ incomezfBiet al., 2012; Afonso da
Silva & Terrazas, 2012; Wang & Ferraz, 2643 However, the problem with this
variable, as stated by all these authors, is e that people will under declare their
income when responding to surveys. For instanctydrsample analysed by Biehl et al.
(2012) more than 50% of the litigants declared &ehan income of less than one
minimum wage. However, only 18% of them declaredb® unemployed and the

majority of litigants were pensioners. Since no ke or pensioner can legally

2 This research surveyed only the cases in whidematwere represented by public lawyers in thg Cit
of Sao Paulo. Therefore, it is not representatii® whole population of litigants.
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receive less than a minimum wage in Brazil, thexens to be some inconsistency in

these data.

Most researchers have tried to use other proxiesdao-economic condition.
They identified the profile of litigants by analggi the type of legal representation
(private or public lawyers); source of medical prgsion (private or public health
unit); and area of residence. The type of legatesgntation and the source of medical
prescription are used as a proxy of social econararaitions, as it is assumed that
poor people, in general, cannot afford a privateykxr and all the costs related to
litigation; and neither purchase private healthuragce or treatment in private health
units. These are the most common proxies usedtiimags socio-economic condition

by researchers because this information is nornaaiiylable in legal processes.

Legal representation

The data gathered on this variable shows that, thigtexception of the City of
Rio de Janeiro, the State of Rio de Janeiro andsthge of Rio Grande do Sul, most
litigants are represented by private attorneys (@bl 1). For some researchers, this
indicates that litigation is driven by people watprivileged background because they
can afford private legal representation (AfonsdSiaa & Terrazas, 2011; Machaed

al., 2010; Vieira & Zucchi, 2007; Chieffi & Barata, 2009

It is true that we can presume that those repreddny public defendef$are

below a certain poverty threshold; otherwise theyul not be eligible for free legal

% public defenders are public attorneys responéisleepresenting litigants that declare themselves

unable to afford private lawyers and the coststigfltion.
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aid. It is also true that this threshold may vargading to each state’s law on legal aid.
For example, in Rio de Janeiro, the threshold ghéri and some people who receive
free legal aid there would not be eligible forntather states. This can partially explain
why Rio de Janeiro (both the State and the Citgnisutlier when it comes to patients’
legal representation (Peme al, 2010). The same explanation may also apply to the
State of Rio Grande do Sul, where there is notsincome threshold above which

people would not be eligible for legal &ld

But is it true that those represented by privateragys are well off? As we
have already seen, part of the literature tendbitk so, but this idea has to be taken
with a pinch of salt (Medeiros et al., 2013). Théerof NGOs has also to be considered

because some of them may actually help to funghliton.

Afonso da Silva & Terrazas (2011) sought to asskssrole of NGOs by
asking litigants directly whether someone else pagng for their lawyers. They found
that more than 20% of litigants received free leaglistance provided by NGOs, which
covered all the litigation costs. Interestingly, shof the individuals that declared to be
legally represented by an NGO acknowledged eitherthey did not know the name of
the NGO, or that they did not know where it wasated. What is more, those who
could not even remember the name of the NGO spimgstite litigation were claiming
drugs for rheumatoid arthritis. The authors suggfest the only answer to this puzzle
situation is that the associations are sponsorephlaymaceutical companies that want

through judicial orders to force the public healstem to buy their drugs.

% The lack of economic capacity to afford privatgaderepresentation is assessed by a public defender
through a questionnaire and a declaration signetthdapplicant. See the official website of Rio @&
do Sul Public Defensory Office in http://www.dpegav.br/site/faq.php
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Marques & Dallari (2007) analyzed in depth 31 laigsthat judged the State
of Sao Paulo Court of Appeal and found that aln®#8t of them were sponsored by
NGOs. Sant’/Anna (2009) also analyzed a small nundferases (27) in depth and
found that 50% of the patients represented by f@ilavyers were sponsored by an
NGO. Messeder et al. (2005) found that some ofpitreate law firms representing
litigants claiming treatments from the public hbaltystem have connections with

patients’ NGOs.

The relationship between the pharmaceutical ingliestd NGOs that claim to
represent patients is well known (Folha de Saod?&d08; Lopes et al., 2010; Soares
& Depra, 2012). Moreover, suspicious connectionsvben pharmaceutical companies
and health litigation are also being investigatgdhe police. The companies are being
investigated for funding individual lawsuits claimgi their own drugs as a strategy to
defraud public procurements and force the publalthesystem to buy treatments that
are either experimental, not cost-effective or hetweaper alternatives (O Estado de Sao

Paulo, 2008).

Finally, even if an NGO does not directly spongtigation, it can promote
litigation in other ways. For example, there are O§Grepresenting diabetes patients,
sponsored by pharmaceutical companies, who procertgaigns to inform patients
about the benefits of new kinds of insulin not pded by the public system and about
the possibility of having access to these througirts. For those who cannot afford a

private lawyer, the NGOs suggest them to applyfiflee legal assistance from public
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lawyer$®. Coincidence or not, analogous insulin is the ntiigated drug in the State
of Sao Paulo and in the cities of Sao Paulo anddRidaneiro (See table 1). It is also the

most litigated drug by public lawyers in the CifySao Paulo (Wang & Ferraz, 2013).

Another piece of evidence of the relationship betwvepharmaceutical
companies and health care litigation was raisedldpeset al. (2010). They analyzed
1,220 cases and found that one physician was re#perior 40% of the prescriptions
of a certain drug and one lawyer alone was resptansor 70% of the demands for
another drug. Moreover, just five attorneys wergpomsible for most of the lawsuits
claiming oncology drugs. They suggest that somesiplans and lawyers may be in
direct or indirect relationship with pharmaceuticampanies (Lope®t al., 2010,

p.625).

Chieffi & Barata (2010) analyzed 1,309 lawsuits afaind a similar
phenomenon. They found that 36 lawyers were redplentor 76% of the lawsuits.
Among these 36 lawyers, 11 of them were responéinld7% of the cases. For some
drugs, more than 70% of the lawsuits claiming theene lodged by the same lawyer.
The authors also suggest that these lawyers arengofor pharmaceutical companies
and using courts to oblige the public health systetouy drugs that are not included in
pharmaceutical policies. In one of the most comgmsive studies of the phenomenon
in the State of Sao Paulo, Filkbal.(2010) analyzed 20,000 cases during 5 years — and

found that just 27 lawyers were responsible for 28%e lawsuits (5,000 lawsuits).

% This information was given by Adriana Daidone, y@wvand member of two important NGOs that
represent diabetes patients in an interview madeiroffice in July, 2009. The interview was coriggc
by Octavio Ferraz and myself.
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Medeiros et al. (2013) analysed 166 claims for drfigr a rare disease,
mucopolysaccharidosis, lodged against the Ministrifealth. The treatments for these
diseases are very expensive: almost R$220 milEd3 (million) was spent to comply
with the decisions ordering their provision in tad$6 lawsuits. It was found that more
than half of the suits were filed by only three yans. Considering the concentration of
lawsuits under the representation of a few lawytrs, geographic dispersion of the
population that suffers from mucopolysaccharidosig] the fact that the treatments for
this disease is monopolised by a few companiesathbors suggest that there is a
network connecting patients and lawyers. They asggest that this network is
probably funded by pharmaceutical industries or ¢chepanies that distribute these

drugs (Medeiros et al., 2013).

One article published by a weekly magazine in Brd@poca, 2012) illustrates
the link between patients, pharmaceutical compamestors, lawyers and NGOs. A
patient was diagnosed with a very rare diseaseedccalaroxysmal Nocturnal
HaemoglobinuriaPNH) and there are two types of treatment availableoree marrow
transplant (offered by the public health system)tloe drugSolaris (which is not
registered in Brazil). According to the articleeth arepros andconsfor each treatment.
However, the difference in cost is striking: thansplant would cost the health system
£16,000, whereas the treatment withlariswould cost £266,000 per year for the rest of
the patient’s life. The patient could have receitteel transplant free of charge from the
health system, but he was encouraged “by many pédplsue the State in order to
receiveSolarisfree of charge. He was recommended to a doctgpeaialist in treating
PNH with Solaris,who explained this drug’s benefits and prescribethis doctor also

recommended to the patient a lawyer who is a sl&cia claiming this drug via the
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courts. Interestingly, this doctor did not charggignts any fee. He affirms that he does
it “out of scientific interest”, in spite of the dathat he is paid by the pharmaceutical
company who owns the marketing rightsSolaris to “give talks about the drug for
other doctors”. The lawyer he recommended to higepiais paid by an NGO that,

coincidently or not, is funded by the same pharmacal company.

In sum, it can be said that, in general, the migjoaf the patients are
represented by private lawyers. This can be evigleasibeit not conclusive, that it is not
the poor, in most cases, who benefit from healilgaiion. There is also evidence
suggesting that pharmaceutical companies may b® ugght to health litigation in
order to sell their products to the public healylstem, either by using lawyers and
doctors or simply by engaging in campaigns to imfqratients about their products and

the possibility to access them for free via courts.

Source of prescription

In Brazil there is a universal public health systéfevertheless, a significant
part of the population pays private health insueamcorder to avoid waiting lists and
other forms of healthcare rationing, and also bgeailney expect to receive better
healthcare as a result. In Brazil, there is a céesmociation between high income and
access to private health insurance (Metloal 2010; FUNDAP-CEBRAP, 2009).
According to Melloet al (2010), 55.6% of the population in Sao Paulo dosshave
private insurance and this proportion varies adogrdo socio-economic conditions.

For example, in one of the richest areas in SadoP&loema 71.4% of the population
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is covered by private health insurance, whereameof the poorest aredsngenheiro

Marsilac, the number decreases to 31°7%

Why would someone with private health insurancetBaegublic health system
in order to get a drug? The answer is straightfodwenost private insurance contracts
do not cover the provision of drugs for outpatietscording to a survey led by a think
tank in Brazil (FUNDAP-CEBRAP, 2009), only 7% ofode insured by private health
care are covered with the supply of drugs, whiabbpbly also explains the fact that
pharmaceutical policy is used by people from higtome backgrounds, more than any
other public healthcare policy (FUNDAP-CEBRAP, 2D(9ence in most cases, people
will have to pay for drugs prescribed by privatetos in spite of having private health
insurance. Therefore, if the drug is too expengévg. drugs for cancer) or if they have
to be used long term (e.g. insulin), it would bgorzal to have them provided by the
public health system. Therefore, if the public sysidenies the drug, going to the courts

presents itself as an alternative.

The regional variation on this variable does ntéavalthe drawing of general
conclusions (see Table 1). In some areas, arouneaat half of those who receive
treatments through courts had their prescripticuad by a private health unit. This
allows some authors to conclude that the fact ghaignificant amount of those who

benefited from health litigation have access twgig healthcare, means that litigation

%8t is important to remark that access to privatalth insurance has been increasing in Brazil thcen
This is partially because poverty is decreasinghi country, which allows people to purchase more
services such as private health insurance. Howéusralso because insurance companies are afferin
wide range of cheaper health insurances that &sedable for low-income people but, on the othendha
offer a lower coverage. It was noticed that peeyte middle income actually frequently use both frb
and private health services (FUNDAP-CEBRAP, 200#)ich may indicate that for them, public and
private systems are complementary. Future reseaiitihave to take this element into consideration.
Instead of simply differentiating among those withwithout health insurance, some index concerning
the quality of the health insurance will have toused.
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benefits “the middle-class and the upper-middissiabove all or, at the most, workers
employed in big companies, which usually providealtie insurance for their

employees” (Afonso da Silva & Terrazas, 2012).

Even though it is reasonable to assume that théeehave access to private
healthcare probably belong to more privileged ssabd the population, can we assume
that those who have prescriptions from public lneattits belong to the least privileged
sector of the population, because they do not laaeess to private health insurance?
The answer is less conclusive than we might hawaght because patients who have
private health insurance may have presented arptsn from a public hospital for

three main reasons.

Firstly, in some cases, courts ask claimants tegmea prescription from a
public health unit as a guarantee against fraulli®lawyers also require patients to
present a prescription from a public health urgéicé@dly, in terms of litigation strategy,
having a prescription from a public health uniaigood argument to use against health
authorities’ decisions to deny treatment. In sonases, patients remark on the
contradiction between having a prescription frora trealth system and, at the same
time, having the drug denied by the same systemthese two first reasons, even if a
patient is not a regular user of the public heaitstem, it is thought a good litigation
strategy to go to a public health unit to get thespriptiot”. Thirdly, there are some
very expensive and technology-intensive treatméinéé are not covered by health
insurance, such as organ transplantation, dialgsi treatment for cancer, but are

covered by the public health system. This means ¢kian people who can afford

"It is not uncommon in Brazil that doctors worktire public system and also at private health wunits
have their own clinics. In this case, patients adi e@ven need to go to a public health unit for a
prescription from a public health unit.
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private insurance may have to use the public hegkkem for some high cost treatment
not covered by insurance companies (FUNDAP-CEBRZ&I®9). Finally, experimental
treatments and cutting edge technologies in healéh usually applied in hospitals
associated with public universities, which are oesof excellence and are a reference
point for both the public and the private healtlecsectors in Brazil. This may explain
why a significant number of those who have presioms from public units received
care from university hospitals (Afonso da Silva &rfilazas, 2011; Messedsral.,2005;

Vieira & Zucchi, 2007, Romero, 2008; Biehl et @012; Medeiros et al, 2013).

Place of residencd

At a national level, Ferraz (2011A) found a higmoentration of lawsuits in
states with a better Human Development Index (HDie ten states with better HDIs
in Brazil constituted 93.3% of the lawsuits at feeddevel, whereas only 6.7% of the
lawsuits come from the seventeen states with arldd@l. This correlation remains

when adjusted for population size (Ferraz, 2011/83).

At the local level, Vieira & Zucchi used the IndekSocial Exclusionlfdice
de Exclusdo Socipland found that in the city of Sao Paulo, 63% itigdnts live in
areas with the least social exclusion, namely & breas of the city. To the authors,

that means that litigation is being used by thoke are already well-off.

%8 Even though an area of residence is widely used@exy for people’s socio-economic conditionsthi
data has to be taken with a pinch of salt becaask area can be internally unequal: well-off peagle
live in not so good areas and worse-off people livayin privileged areas. However, | consider apga
residence a good proxy because people’s qualitflifefis partially caused by reasons that are
geographically determined, for example, accessltoas, basic sanitation, healthcare facilities athabr
public services. In addition, the access to theseices, which is geographically distributed, carpact
on individuals’ quality of life.
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Similar findings were published by Chieffi & Barafa009). They used the
Index of Social Vulnerability for the State of Sd®aulo (ndice Paulista de
Vulnerabilidade Social This index ranges from 1 to 6, where “1” is fmeas where
social vulnerability is the lowest and “6” are aeahere social vulnerability is the
highest. According to Chieffi & Barata, 74% of thigants live in areas 1, 2 or 3,
which correspond to areas with low levels of sogidherability. Compared with the
distribution of the population as a whole, wheré&®%8f the population lives in these
areas, they concluded that well-off people are-ogpresented in health litigation. They
also found that most of the drugs for cancer —tlost expensive drugs — are claimed
by patients in areas 1 and 2 and that analogousinns the most claimed drug — is

mostly claimed by patients living in area 2.

Wang & Ferraz (2013) analyzed the right to headtbes represented by public
defenders in the city of Sao Paulo. Because omlgdlbelow a certain income threshold
are eligible to receive this public service, it wagected that those represented by
public defenders would be poor and living in thaskeprivileged areas of the city.
Indeed, from an income perspective, most of theen por according to the most
commonly used threshold of poverty, which is adyukiwer than the one used by the
Public Defenders’ Office in Sao Paulo to selecgible applicants for legal aid.
However, those living in areas where the Human R@reent Index is low and where

the Health Need Indé%is high, are less than 50% of the litigants regmésd by public

% The Health Need Index (Indice de Necessidade efdeJavas developed by the City of Sao Paulo
Secretary of Health in order to identify which ared the city of Sao Paulo should be prioritizedha
distribution of health care services. It is caltethusing data related to demographic, epidemiolagd
social conditions in each district. The districte distributed according to the level of their lieadeeds.
The higher the HNI, the more urgent are the popanidtealth needs (Wang & Ferraz, 2013).
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attorneys, and people from these areas are alsernepdesented when compared with

the population of the city as a whole.

At least in the City of Sao Paulo, there is evidetiwat citizens from the better-
off areas of the city are overrepresented amomggliits. Similar analysis should be
made in other areas, especially those in which mpasénts are represented by private
attorneys and used private healthcare, in ordanswer some questions that were left

open by the state-of-the art in the research olthozae litigation in Brazil

In conclusion, in the survey among states at thgoma level there is a
correlation between higher human development iradek higher level of litigation. At
the local level, this kind of analysis — trying imd a geographical distribution of
litigants — was made only in the City of Sao Pawith the conclusion being the same:
litigants from the best areas are overrepresentezhg litigants, even if the research is
narrowed to analyse only those that are represdmtgulublic defenders. When using
source of prescription and legal representatiomprasgies for socio-economic status,
there is evidence that suggests that better-affalits are the main beneficiaries of
health care litigation, even though there is regiorariation and the data has to be

analysed with some caveats.

2.3. How courts judge
In Brazil, health litigation cases can be judgedigny courts. Each one of the
27 states and the Federal district has a Statet Goéppeal {Tribunal de Justicaand

hundreds of local-level courts. In the whole coynthere are also five Federal Courts

51



of Appeal {Tribunal Regional Federaland hundreds of federal local-level courts. There

is also the Superior Court of Justice and the Snpreederal Couit

It would be impossible to undertake such a Herculgi@ce of research that
would be entailed in analysing every court. It wbalso be unnecessary since a good
amount of data have been produced on this issugd@&erelying on the existing data, |
will focus on Brazilian Supreme Federal Court (ST&3e-law. STF is the highest court
in the Brazilian judicial branch hierarchy: it idet last court of appeal and the

constitutional court.

Duranet al. (2004) analyzed 144 cases demanding HIV drugsweat not
included in public policy for HIV treatment — as \wave seen the most common claim
in early health care litigation — and found tha¢ tBao Paulo Court of Appeal judged
85% of them in favour of the patient. Moreoverlower courts, the rate of success is
absolute: all cases were judged in favour of theepa By analysing the reasons given
in reaching these decisions, the research conclidgdhe Sao Paulo Court of Appeal’s
predominant view is that the right to health isiadividual right. Only in a small
number of cases did the Court consider that ecomami policy reasons can be used to
justify the non-supply of a drug needed by a patistarques & Dallari (2007) analyzed
cases judged by lower courts in the State of SadoRand found that patients won in
more than 90% of the cases and that in more th&n 8Dthe decisions, the judge
affirmed that the patient’s right to comprehendmealth care should be guaranteed and

moreover should not be restricted by budgetaryoticy considerations.

%0 For a good description of the the Brazilian judicystem in English language see Taylor (200&)ch.
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Pepeet al. (2010) and Santa’Anna (2008) found that in the eSt#t Rio de
Janeiro, patients won 100% of the cases in lowartsoSanta’Anna (2008) found that
patients won all the cases in the Court of Appkathe sample analysed by Ventura et
al. (2010) in the City of Rio de Janeiro, all theimants had injunctions decided in their
favour. At the State of Rio Grande do Sul, in 93¢4he cases the claimant had an
injunction granted by the lower courts; in 96% toé tases the final ruling in the lower
courts were completely or partially in favour otipats in lower courts; and 89% of the
cases that reached the Rio Grande do Sul Appeatt @@re decided in favour of

patients (Biehl et al., 2012).

Wanget al. (2011) analyzed how 12 courts (Supreme FederaltC8uperior
Court of Justice, 5 State Courts of Appeal and &eFa Courts of Appeal) judged cases
in which analogous insulin was demanded. 502 cases analyzed and it was found
that patients won in 88% of them. Furthermore, toérts, the rate of success is 100%
and in 2 of them, it is more than 95%. The casthefanalogous insulin is especially
interesting because, as said before, there istgtiatebate about the benefits of its use
instead of regular insulin. This is an argumentdubg health authorities before the
court to justify the non-provision of the analogadasulin. But in 84% of the cases,
courts considered that it is up to patients’ dagteather than health authorities, to
decide which treatment should be given to them.cdeaccording to the courts, as long
as patients have a prescription affirming that @éin@logous insulin is necessary, the
public health system should provide it. In mostesasourts also considered that the
cost of the treatment does not justify the non-wion of a treatment that may protect
patients’ health and life. Lastly, in most casesvimch the costs issue was raised, the

courts have disregarded the “cost of the treatmargliment because, according to the
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judges, health authorities could not prove that ghpply of the insulin to a specific
patient would have a significant impact on the pubgalth budget and possibly impair

the provision of health services to other citizens.

Similar finding regarding the quality of evidencged by courts was found by
Ventura et al. (2010): in 97% of the cases judgasdid based solely on the medical
information provided by the claimants’ doctors amw further evidence regarding the
quality of the treatment, the real need of thegudtand the alternative treatments was

considered.

2.3.1. The Supreme Federal Court caselaw

Supreme Federal Court (STF) health care litigatase-law is very similar to
the other Brazilian courts in terms of the patiestgcess ratio. Among the 68 cases
judged so fa¥, in almost 90% of cases the patient won the treatrolaimed before the
Court. Among the rest, there are some cases ofapatccess — treatments were
provided under certain conditions, such as thedimstablished by a clinical guideline —

and only 4 cases in which the patient’s claim wasetely dismissed.

Besides the quantitative analysis, the importaridbeSTF — which is the last
court of appeal and the constitutional court — rsakenecessary to carry out a
qualitative analysis of its case-law. STF healtreddigation case law can be divided

into three stages: (1) non-acceptance of healthheianing; (2) recognition of the need

3L part of this section is based on my MSc dissertatiritten at the Department of Logic, Philosophy a
Scientific Method at the LSE. It was supervisedAlgx Voorhoever and was published in tHealth
Economics, Policy and Law Journal.
% The research was based on the cases availabfe @ilthe court’s official websiteaww.stf.jus.brand
the cases published by court’s daily newsletters.
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for rationing, but unwillingness to establish startticriteria; and (3) establishment of

criteria to define cases in which rationing deaisighould be judicially reviewed.

During the first stage, from 1997 (when the firase was judged) to 2006, the
STF judged 31 cases and always decided in favouheofpatient. It also refused to
admit the need for healthcare rationing. The Coonistantly reaffirmed that the right to
health should not be subject to limits imposed hg scarcity of resources and
budgetary constraints. In the first caBeticao 124&), in which the claimant suffered
from Duchenne Muscular Dystroptand demanded the public health system to pay for
an experimental treatment only available in the téthiStates (the costs included
transportation, treatment and foreign living exge)sJustice Celso de Mello made a
statement that was constantly quoted in subseglemngions by other Courts and by the

STF itself:

[In choosing] between protecting the inviolabildf/the
right to life, an inalienable Constitutional fundantal
right, or a financial and secondary interest of &tate,

| believe — once this dilemma is established —cethi
and legal reasons leave the judge with only one
possible option: unwavering respect for life. (PET
1246

This interpretation of the right to health was feafed in other cases decided
during the same period, in which the STF declahad the right to health cannot be
subject to limits imposed by the scarcity of resesrand budgetary constraints. It said

that “limitations of public resources” and “problsmvith the public budget” cannot

33 Supremo Tribunal FederalReticao 12461997)
** Supremo Tribunal FederalReticao 124§1997)
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restrict the right to health (e.gRecurso Extraordinario 19519% , Recurso
Extraordinario 19826% and Recurso Extraordinario 342413. The Court stated that
“in such an important topic as health, there isspace for less important debates about
legislation or public resources, it is a matter poiority.” (Recurso Extraordinario

198263?)

The second stage started in February 2007, wheS8TRejudged the first two
cases in which it upheld the government’s decisionto fund a treatment Suspensao
de Tutela Antecipada §1and Suspensao de Seguranca 3#7@he patients were
respectively suffering from chronic renal diseasd aancer). In both cases, the Court
recognized that the public health system shouldnbeaged so as to “rationalize the
cost-benefit of the treatments that will be offefesk of charge to the population, in
order to benefit as many people as possible” atl tte right to health should be
“concerned about public policies that will affettetpopulation as a whole and not
individual cases”. The Court also gave the powersé&b priorities in healthcare
allocation back to the health authorities, statingt the public health system should
only be obliged to supply medicines already inctude its pharmaceutical policy. It
seemed that the Court was making a U-turn and segerthe opinion presented in

previous cases.

However, in subsequent cases, the Court has redréaim its more deferential

stance to governmental policy choices and retutaegh approach that has focused on

** Supremo Tribunal FederalRecurso Extraordinario 195192000)
*® Supremo Tribunal FederalRecurso Extraordinario 19826@2001)
37 Supremo Tribunal FederalRecurso Extraordinario 342412004)
** Supremo Tribunal FederalRecurso Extraordinario 19826@2001)
3% Supremo Tribunal FederalSuspensao de Tutela Antecipada(2a07)
0 Supremo Tribunal FederalSuspensao de Seguranca 3(Z307)
56



the specific needs of the applicant patient rath&n on public policy concerns. Neither
the decision, nor the arguments and criteria haenlkthe same. There has been no
reference to previous arguments that affirmed tha&t right to health should be
concerned with the population as a whole and ntit imdividual cases. In some cases -
Suspensao de Seguranca 3§Q5Suspensao de Seguranca 3‘1258Suspensao de
Seguranca 3428, Suspensao de Seguranca 345%uspensao de Tutela Antecipada
181*- the Court has even ordered the health systemotdde medicines that were not
included in pharmaceutical policy, thus violatirtge tcriteria it had itself established.
From 2007 until 2009, besid&ispensao de Tutela Antecipad4®@hd Suspensao de
Seguranca 3073 two more rationing decisions were upheld by ther8me Federal
Court: Suspensao de Seguranca 32681 Suspensao de Tutela Antecipada “{8f
both cases, patients were claiming non-life-savingatments: drugs for female
infertility and sex reassignment surgery respebtive

In sum, during this second stage, although the teedt criteria for restricting
the judicial intervention in reviewing rationingasions was recognized, the court was
still going back and forth between recognizing atimited individual right to health
and admitting that resources are scarce and heiwéies should be set.

In April and May 2009, the STF held a public hegriwith public health

experts, public authorities, legal scholars, repméatives of legal professions, and civil

*! Supremo Tribunal FederalSuspensao de Seguranca 32P607)

2 Supremo Tribunal FederalSuspensao de Seguranca 313@07)

3 Supremo Tribunal FederalSuspensao de Seguranca 342Q07)

** Supremo Tribunal FederalSuspensao de Seguranca 348207)

*> Supremo Tribunal FederalSuspensao de Tutela Antecipada {#107)
a6 Supremo Tribunal FederalSuspensao de Tutela Antecipada(20207)

*” Supremo Tribunal FederalSuspensao de Seguranca 3(Z307)

*8 Supremo Tribunal FederalSuspensao de Tutela Antecipada (#307)
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society to discuss the health care litigation pinesaon (see section 3.1.1). According
to the then Supreme Federal Court’s Presidentaithheof this was to supply the Court
with “technical, administrative, scientific, potiill and economic” information in order

to help the Court judge these cases (Mendes, 2009).

In March 2010, based on the information gatherethis public hearing, the
STF judged several cases in which it establishedegjnes defining those treatments
citizens can demand from the public health systEns inaugurates what | am calling
here the third stage or phase in the Supreme HeQetat health care litigation case

law.

The STF stated that the health system cannot s@gliplye treatments patients
demand and that priorities in health care shouldsée by health authorities and
respected by courts, especially to avoid forcing phovision of drugs the evidence of
which is not proven (I describe and analyse theea in Chapter 3). However, even
after the public hearing and establishment of tiiter@, and in spite of the progress in
the establishment of these guidelines, the Coueddo examine the most fundamental
and difficult healthcare distribution dilemmas, lsuas the non-provision of possibly

life-saving treatments that are not cost-effectireen the public health perspective.

As a consequence, in the cases following the eskabént of these criteria, the
Supreme Federal Court judged in favour of the p&gieven though in the majority of
cases, treatment was not included in pharmaceyimalies. Decisions were based on

the specific needs of the patient applying and ansicleration was given to the impact
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on public health as a whéfe

It is also worth mentioning again and quoting thasec Recurso
Extradordinario 36854%, in which the government was obliged to provideatment
for pigment rethinosis in Cuba for 6 people desgitégentific consensus that it is
ineffective. One of the Justices (Marco Aurelioprdissed the extensive evidence
against the effectiveness of the treatment analbfections against its high costs for the

public health budget by affirming that:

| cannot accept that the lack of economic resouceesbe
articulated to deny health care for a citizen (.cgading
to what | read in the media, the successful treatrtethis
disease is indeed in Cuba

Similarly, another Justice (Luiz Fux) reasoned that

| am very determined when it comes to hope. | never
believed in the version that the pigment rethinasisld
not be cured in Cuba. Quite the opposite, | thimk they
[Cubans] are specialists in this area and theraldhioe

49 Supremo Tribunal FederalSuspensao de Tutela Antecipada {Z®10), Supremo Tribunal Federal —
Suspensao de Tutela Antecipada 2@D10), Supremo Tribunal Federal Suspensao de Tutela
Antecipada 2782010), Supremo Tribunal FederalSuspensao de Seguranca 372010), Supremo
Tribunal Federal -Suspensao de Seguranca 292010), Supremo Tribunal FederalSuspensao de
Seguranca 23612010), Supremo Tribunal FederalSuspensao de Seguranca 332810), Supremo
Tribunal Federal —Suspensao de Seguranca 3329510), Supremo Tribunal FederalSuspensao de
Liminar 47 (2010), Supremo Tribunal FederalSuspensao de Tutela Antecipada 2B010), Supremo
Tribunal Federal -Suspensao de Tutela Antecipada 23310), Supremo Tribunal FederaBuspensao
de Tutela Antecipada 42#2010), Supremo Tribunal FederalSuspensao de Tutela Antecipada 434
(2010), Supremo Tribunal FederalSuspensao de Liminar 252010), Supremo Tribunal Federal —
Suspensao de Seguranca 392010), Supremo Tribunal Federabuspensao de Seguranca 4(2610),
Supremo Tribunal Federal Suspensao de Seguranca 39¢210), Supremo Tribunal Federal —
Suspensao de Seguranca 383R10) and Supremo Tribunal FederaSuspensao de Seguranca 3989
(2010).
>0 Supremo Tribunal FederalRecurso Extradordinario 368542011)
*LIn the original: “Eu ndo posso compreender queasieule a inexisténcia de lastro econdmico-
financeiro para se negar um tratamento a salde aidaddo (...) Pelo que leio nos veiculos de
comunicacgéo, o tratamento dessa doenca, com ésitbrealmente em Cuba”
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hope concerning the cufe

This decision makes clear the Court’s unwillingnéssshow restraint and
follow the criteria formerly established to judgealth litigation cases. The scarcity of
resources and the lack of scientific evidence waoe acceptable reasons to deny
healthcare. Thus, after almost 15 years going leauwk forth in trying to establish
criteria for the judicial review of rationing demmsas, and in spite of the public hearing
held by the court, the interpretation that the rigghhealth entitles patients to receive
any health treatment they need, because peoplalthhend life trump “financial and
secondary interests of the State”, is still an apph that is prevalent within Brazil's

highest court.

In sum, in most cases, including the most recerspthe STF has ruled that
individuals are entitled to have all their healteeds fulfilled by the public health
system with the most advanced treatment availatéspective of the treatment’s cost

or the impact on the provision of treatment foresth

To conclude this section, it can be affirmed tihatBrazil, when a patient can
reach courts and prove (based solely on a medieacpption) that they have an
unsatisfied health need, the predominant interpogias that their right to health is
being violated. And in the improbable hypotheset tthe loses in local or appeal courts,

she will probably win in the STF.

*2|n the original: “Eu sou muito determinado nessagigo da esperanca. Nunca acreditei na verséo de
que o tratamento em Cuba da retinose pigmentatimid® cura, pelo contrario, eu entendo que seséles
especialistas nisso, deve haver uma esperancastagdo a essa cura”
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2.3.2. Collective claims

Even though health care litigation in Brazil is mgidriven by individual
lawsuits, there are also cases of collective claitss with individual claims, a
significant number of collective lawsuits also ofaiaccess to drugs not regularly
provided by the public health syst&inHowever, instead of claiming a treatment to one
of a few identified patients, collective lawsuitgoect courts to order the provision of a
certain treatment to a group of identified patiestso all patients in a given subnational
jurisdiction (which can be a city, a state or teddral government). The former are very
similar to individual lawsuits and the only diffeiee is that there is more than one
patient. Courts decide these cases in the samasvihey decide individual claims. The
latter lawsuits, on the other hand, raise differssues because they are demanding
what is commonly called structural change (seei@®@.2.1). These are the cases that

will be analysed in this section.

| decided to analyse the cases demanding struenfatcement separately due
to their small number and also because of the veayts judge these cases. The same
courts that show almost no restraint in reviewiagioning decision in individual cases
are reluctant to decide in favour of claimants wkien claim is collective. The rate of
success in collective claims is much lower thamdividual ones (Hoffman & Bentes,

2010, pp. 224-225; Wang & Ferraz, 2013; Wang etfll1).

As already shown, in individual cases courts temdgnore the economic
impact of the decisions on the public health budtjet impact of the expenditure to

comply with judicial decisions on the other usershe public health system, the needs

%3 There are also lawsuits requiring the improvenaéiiealth facilities (see Wang & Ferraz, 2013).
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of health authorities in terms of setting priosti@ health expenditure, and the capacity
and legitimacy of courts to assess scientific @iz to make allocative decision. When
it comes to collective claims, however, all thegsments are considered by courts to
justify their deference to a rationing decision mdxy health authorities (Hoffman &

Bentes, 2010, pp. 224-225; Wang et al., 2011).

As shown by Wang et al. (2011), some of the sanetedhat grant access to
analogous insulin to practically any patient whoegandividually to claim them
because they have the right to health, turn dovaimd for these insulin to be
incorporated among the treatments that are regufadvided by the public health
system. In collective claims, courts tend to arthed resources are scarce and judges

are not in the best position to second-guess tbisidas made by health authorities.

Two recent decisions by the Supreme Federal C@IFE)Y make clear the
choice of adjudicating the right to health indivadly rather than collectively:
Suspensao de Liminar 256and Suspensao de Tutela Antecipada %#24rhe latter
involved a request for universal provision of thmeedicines (not included in the
official lists) for treating microcephalia. In thermer, the complaint wanted the public
health care system to pay the transport, food andramodation costs of patients of the
city of Araguaina who needed to receive treatmerdnother city. The STF rejected
both claims, arguing that the judiciary should remjuire health care authorities to fulfill
duties that are overly ‘general’, because this miaguly affect the public budget and
would be an ‘obstacle to the adequate provisiorpublic services by the Public

Administration’. In these cases, the Court argueat & judicial decision cannot order

>* Supremo Tribunal FederalSuspensao de Liminar 2%8010)
>> Supremo Tribunal FederalSuspensao de Tutela Antecipada 42@10)
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the health care system to provide the treatmenisested to all patients who need them
because it would “impair the regular functioning lealth system administration,

reduce efficiency in patient care and limit theikalde resources”.

Nonetheless, both decisions emphasized that thgsdru one case and the
transport, food and accommodation in the other rhagprovided if the need is proved
individually. In the cas&uspensao de Liminar 28papart from the general demand for
the health care system to pay for the transpoot] find accommodation for all citizens
of Araguaina, there was also a request for theigimv of these services to particular

individuals, which was granted by the Court.

The fact that courts decide individual and colleetcases differently can be
explained by the fact that in individual lawsuitsete is the impression that an
individual decisions has no potential to cause mugbact whereas a collective claim
can have large-scale policy implications (on tlsise section 6.2). This impression is
false because, as seen in this chapter, the aggreffect of individual lawsuits can be
enormous, albeit not immediately felt. Moreovemal$ be discussed in Section 6.2, the
choice for individual enforcement creates inequdigtween those who can litigate and

others with similar needs but with no resourceppstt or information to go to courts.

2.4. Economic impact of health care litigation
This expansive interpretation of the right to headind the activist role of
courts in reviewing the public health system’s diexis have led to an exponential

growth in health litigation in Brazil in recent ysa

*® Supremo Tribunal FederalSuspensao de Liminar 2%8010)
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At the federal level, the Ministry of Health expé&nde to comply with judicial
decisions ordering the supply of health treatméertseased from R$ 2.5 million (£830
thousand) in 2005 to R$ 244 million (£81 milliom) 2011: a solid 9,660% increase in
six years. The aggregate expenditure by the Fe@oabrnment from 2003-2011 was
circa R$ 588 million (£196 million), 85% of which wasesg in 2009-2011 (the figures
were calculated by using the data provided by theidity of Health, see BRAZIL,
2013B). The impact of a few very expensive drugals noteworthy: in 2011, the
amount spent with the 20 most expensive drugs, weaie claimed by 632 patients
(0.05% of the total of litigants in that year), repented 78% of the total spent by the
Ministry of Health to purchase drugs in compliamath judicial orders. Ferraz (2011A,
p. 81) found that the amount spent by the Fedeoale@ment with judicially ordered
drugs in 2009 was equivalent to 0.4% of the Migistf Health total budget and 4% of
its budget for drugs. This figure is certainly hegimow given the increase in the amount
spent to provide drugs ordered by courts.

At sub-federal level — states and municipalitiethe- sheer scale of the impact
of health care litigation is also impressive. That& of Minas Gerais had a massive
increase in expenditure to comply with health #tign decisions. The amount increased
from R$ 8.5 million in 200Z£2.8 million) to R$ 42.5 million (around £14 mdh) in
2008 and R$ 61.5 million (£20.5 million) in 2010 &vhadcet al,2011; Castro, 2011).

The State of Sao Paulo spent R$400 million (E138am) in 2008, R$512.5
million (£170.8 million) in 2009, and R$ 700 miliq£233.3 million) in 2010 (Filho et
al., 2010; Epoca, 2012; BRAZIL, 2013B). The numbédrugs the supply of which
was ordered by judicial decision increased from #2005 to 14,563 in 2010: a

1,722.65% increase in 5 years (Fiktoal, 2010). Filhoet al. (2010) found that the State
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of Sao Paulo spends 4.5 times more to comply witticjal decisions than on
hospitalization for organ transplantation. The ltar@ount is also equivalent to 90% of
what was spent with 123 million clinical diagnoseade by the public health system in
the whole State of Sao Paulo; 28% more than whspast on dialysis; and 29% more
than what is spent on chemotherapy and radiothefidpmy most recent data indicate that
the amount spent by the State of Sao Paulo onhheaite litigation in 2010 represents
almost 50% of the whole budget for the pharmacalutmolicy (Epoca, 2012).
Currently, there are 25,000 patients receiving sirtlyough litigation whereas the
population of the State is more than 41 milliond@Egw, 2012). In other words, 0.0006%
of the population is using the equivalent almo$t5tf what is available to treat the rest
of the people in the State of Sao Paulo.

In the State of Santa Catarina, the amount spentased from R88,362.07
(£12,700 in 2001 to R$6,510,045.48@around £2.2 million) in2004 (Pereiraet al.
2010) and, according to more recent data, R$ 98omi(£31 million) were spenin
2010 (CNJ, 2011). Another interesting finding i tBtate of Santa Catarina is that the
drugs claimed through the courts are getting mow rmore expensive. In 2001, the
average cost per drug was R$ 2,01968673), whereas in 2004, it increased to R$
8,157.95£2,719) That means that not only are more drugs beingatigig for, but also
that more expensive drugs are being claimed thrditigation (Pereiraet al,.2010)

At the Federal District, according to Santos et(2006, p.13), the number of
lawsuits demanding health care increased from D03 to 682 in 2007. The amount
spent on drugs the supply of which was demandetidourt is equivalent to 70% of
the budget for essential drugs and 34% of the kufigehigh cost drugs which are

included in the pharmaceutical policy. The numifdawsuit in the State of Rio Grande
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do Sul increased from 1,126 in 2002 to 17,025 092 1,412% increase) (Biehl et al.,
2012). The amount spent by State of Rio GrandewavBh health treatments ordered
by courts in 2008 represented 22% of the total ath@pent by the State on
pharmaceutical drugs that year and 4% of the stat®jected health budget for that
year (Biehl et al., 2009).

At municipal level, the increase in litigation aitgl costs are also relevant. In
the city of Florianopolis, there was a 3,944% iasein expenditure with drugs ordered
by judicial decision: from R$3,398.96 (£1,130) i®03 to R$137,429.03£45.6
thousand) in 2006 (Leitet al.,2009). In the City of Sao Paulo it was estimateat the
amount to comply with health litigation decisioms2011 was around R$ 8.9 million
(around £3 million). This amount represented, it tyear, 6% of the whole budget for

the pharmaceutical policy in Brazil's richest cftf/ang et al, 2011).

In small cities with smaller budgets, the impacheglth care litigation can be
even more dramatic. For example Baritana, a small city of 15,000 inhabitants, more
than 50% of the budget for drugs was spent progidieatment ordered by the courts
and one single patient won in court the right toeree a treatment that will cost the

municipality 16% of its entire budget for drugs @€p, 2012).

In 2009, a survey sent by email and post to albtb&4 Brazilian cities tried to
measure the impact of health litigation at municileael. 24% (1,276) of the cities
answered the survey. It was asked whether thereawascrease in health care litigation
and in the economic impact of the phenomenon om thalgets. The result was that
more than 50% of the cities affirmed that they wix@ng an increase in health care
litigation cases. One third of the respondentsrragd that health litigation was an
“important problem” for them. Respondents were a@spected to provide information
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concerning the number of lawsuits they had to redgo and the amount of money that
was spent to comply with cases decided in favoypatients. The result was that the
number of lawsuits and the amount spent to comjitly gecisions in the*isemester of
2009 had already outpaced the total amount in 200@7also not far from the total in
2008 (Ferraz, 2011A).

Even though there has never been an attempt talasahe economic impact
of the health care litigation phenomenon on the lefloountry, the Ministry of Health
calculated, based only on the data provided byrtderal Government plus nine states
(which means that the expenditure in 17 states, Rbaderal District, and 5,500
municipalities were not included), that the amospént in 2010 was approximately
R$950 million (E316 million). Because of the migpidata, this figure is seriously
underestimated. Nonetheless, it represents onewewéthe whole national budget for
the pharmaceutical policy in that year (BRAZIL, 3&).

In conclusion, litigation is not only increasingat astonishing rate, but also
creating an enormous expenditure for health authsrand having a very significant

budgetary impact on the public health system.
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2.5. Conclusion of the chapter

This chapter allows us to draw several conclusiomiscerning health care
litigation in Brazil. Brazilian courts consider ththe right to health is an individual
entittement to any treatment needed. This right amo be judicially enforced and
should trump rationing decisions made by healthaities, even when the evidence on
benefit or cost-benefit of the treatment should retommend their provision. The
consequence of this kind of adjudication is thatrthmber of lawsuits has been steadily
increasing for years, causing significant impacpablic health policies in terms of the

amount of resources spent to comply with judicedidions.

It has also been established that health caratitig in Brazil is mainly driven
by individual litigants claiming access to drugst macluded in the pharmaceutical
policies or for off-label/off-protocol use of thoaéready included. These litigants claim
drugs for an enormous variety of diseases, bt & small number of very expensive
drugs that are responsible for the biggest shawehat is spent by the health system to

comply with judicial decisions.

The data also indicate, although less conclusiaely with regional variation,
that claimants from higher socio-economic groupwlt®d be over-represented among
litigants when compared with the rest of the popoia It would be sensible, however,
to expect that health care litigation will progrigsty become a phenomenon less
restricted to the better-off. The information abthé possibility of accessing health care
through courts is becoming widespread; there has Bgynificant improvement in the

institutions that promote access to justice in Brand pharmaceutical companies have
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incentives to stimulate (occasionally funding)gétion. All these factors can contribute
to allow less privileged people to litigate for lbacare.

This can make health care litigation a less unegbahomenon in one aspect,
but does not obliterate the unfairness producedt.oyhe mere fact that litigation
creates a two-tier public health system is probteamenough in terms of fairness. It
distributes resources according to an arbitrarygpie — the capacity to litigate —
without regard to others in the same conditionher dther needs of the population (see
section 6.2.3). The fact that more people who happédave the capacity to litigate will
go up to the upper tier means that the impacttigation will be even greater, affecting
more severely those who did not litigate and belanthe lower-tier created by health
care litigation. Moreover, given that litigation mainly driven by individual claims,
courts will force the increase in the expenditunegoods that can be individually
consumed (e.g., drugs) rather than in public gdbdsbenefit whole populations (e.qg.,
preventive health programs). The fact that alrepdyileged groups are the main
beneficiaries of litigation, as seems to happemetiily, just increases the inequality
created by health care litigation.

It would certainly be possible to cherry pick sordecisions in which
application of the right to health as an individtralmp to review rationing decisions
delivered a right decision, i.e, granting healtlmecéor a patient who was denied a
treatment that was actually safe, effective, ciiste@ive, affordable and needed. This
denial could happen either out of intransigencepiimpetence, inattentivené§shias or
malice; or because the data on these treatmen&sne¢available at the moment of the

decision. However, this is not a good argumentustify courts applying the right to

*" Intransigence, incompetence and inattentiveness eaegories borrowed from Young (2010, p.417).
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health like most of the judges do in Brazil. If csuorder the provision of almost any
treatment that patients claim to need, then baghtrand wrong decisions will be
delivered without much criteria to distinguish beem them. A broken clock may tell
the right time twice a day, but it is still noteliable device for knowing the time. What
is needed is a procedure that meets Daniels and'S&lamework of accountability for
reasonableness. This was not provided by courtsvetmat is more, litigation forced the
public health system to provide treatments in a tixay was opposed to what any kind

of accountability for reasonableness framework Waacommend.

In sum, the courts, through the adjudication of dreds of thousands of
individual cases, have become a major player indésign and implementation of
health policies in Brazil. The impact on the puliliealth system is already far from
negligible and the effects are arguably negativaabse health care litigation is making
the health system less fair.

The conclusion of this chapter, nevertheless, tstimat courts should have no
role in the protection of the right to health. dtriather that the “usurpation” approach
applied by Brazilian courts causes more harm thasdgo the public health system.
Forthcoming chapters will discuss policies to rexlhealth care litigation and different
forms of adjudication that can avoid the downsidkthe “usurpation” model and help
to build a fairer public health system. | staristmquiry by looking first at how Brazil

itself has sought to address the problems we hege discussing in this chapter.
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3. Health care litigation in Brazil: responses to thgoblem and the problems in the

responses

In Chapter 2, | described the health care litigajpdhenomenon in Brazil and
analyzed the impact of hundreds of thousands a¥ichaal lawsuits on the public health
system. As that chapter made clear, health cagatibn consumes a significant, and
increasingly large, amount of the public health detd which is spent to provide
treatments without considering their cost-effeat®®s and their priority regarding the
population’s health needs. Courts are also didinguhealth care without concern for
distributive justice, since resources are allocatedording to the capacity to litigate,
possibly benefiting mainly better-off citizens aparmaceutical companies that use

litigation as a means to sell their products toghblic health system.

Brazilian courts are “usurping” the decisions abibet provision of health care,
and apart from making the public health system fegs this creates a potentially
unsustainable situation for the public health syst€herefore, it is necessary to change
this pattern of case law and several policies Haen put forward in order to do so.

This is the topic with which this chapter will erga

Some local health authorities have tried to redinee level of health care
litigation and its impact on the public budget byorporating the most litigated
treatments into their health policies for regulad auniversal supply so as to make
litigation unnecessary. This certainly avoids thigdtion-related costs and allows the
public health system to purchase some of the chlhinmeatments through public
procurement instead of buying them every time thisre& decision ordering their

provision, which tends to be much more expensiverd are also partnerships between
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local health authorities and public attorneys thegate pre-judicial committees to

consider the provision of treatments and try ttlesetcase before a lawsuit is lodged.

These responses have had some impact in reduargwviél of litigation where
they have been implemented (Wang 2009; Fanti, 2@&eira & Noronha, 2011;
Yoshinaga, 2010; Wang, Terrazas & Chieffi, 2012)powdver, they will not be
discussed here because they have only a limitexhrddnese are local policies focused
on specific cases and they do not tackle the pnolalethe national level. Furthermore,
they may avoid some claims reaching courts, but #ne unable to avoid litigation on a
larger scale since health authorities will not li@eato incorporate all the claimed

treatments nor provide them via pre-judicial coneas.

One possible comprehensive reform to prevent Beaawzilcourts from
“usurping” substantial decisions on the provisidémealth care could be a constitutional
amendment withdrawing the “right to health” frone tGonstitution or declaring that the
right to health is non-justiciable (e.g., the &t.of the Constitution of the Republic of
Ireland). In this chapter, however, | will not aymd this alternative because the
proposals to promote it were never widely discusaed find no declared support
among legal professionals and scholars. Furthernitas not evident that removing the
right to health or its justiciability from the cdiation would prevent litigation. Courts
willing to challenge health authorities' decisiotes deny the provision of health
treatment, such as in Brazil, could base theirgi@cs on the legislation regarding the
duties of the public health system — e.g. Englaa@ Chapter 4) —, on the right to life —
e.g. in India (see Fredman, 2008) —, or on intawnat human rights treaties — e.g.

Argentina (see Bergallo, 2011).
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Therefore, in this chapter | will only analyze theore comprehensive
proposals that were brought forward or implemersted that aimed at having a major
impact on the way health care litigation casesjaged in Brazil. The only proposals
that will be analyzed in this chapter therefore ednom the highest institutions of the
Judicial branch — the Supreme Federal Court (ShB)tae National Council of Justice
(CNJ) — and from federal legislation — the Feddralv 12.401/11. These responses
have the potential for large scale impact and ¢ed some light on academic debates

about the limits and potential of judicial review.

All these proposals have in common the fact thay tiny to establish a sphere
of judicial restraint, in which courts should defer the decisions made by health
authorities. Thus, they try to oppose the Braziltanrts’ prevailing interpretation that
there is an individual right to receive health c#trat cannot be restricted by health
authorities” priority setting decisions. These [sgds try to reaffirm the idea that health
authorities are the primary decision-makers regardne provision of health care, and
that they are only obligedgrima facie to provide the treatments that are already

incorporated by the public health system.

However, they disagree on what courts should donwthere are claims for
drugs not incorporated in the public health sysgeptiiarmaceutical policies. And this is
a central issue since, as | have discussed in @hapthese claims are the main drivers

of health care litigation in Brazil.
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3.1. Self- restraint and institutional capacitysponses from the Judicial branch
Concerns about courts' lack of institutional capaeind the limits of the
adjudicative process are some of the most commtguas against courts deciding on
the provision of social policies. Judges, accordmthis argument, have no knowledge
and neither the expertise, qualification nor exgrae to decide on multifaceted issues
of policies, especially those involving the allooat of scarce resources. They are

trained in law and legal process, and this is theld of expertise.

Besides the problem with judges’ expertise, quadiion and experience, the
adjudicative process itself may also add some olestaThe judicial process is not
suitable to deal with polycentric problems becaitiSeannot encompass and take into
account the complex results” that may arise fronjudicial decision (Fuller, 1978,
p.394). Polycentric problems, in practice, will pably “involve many affected parties
and a somewhat fluid state of affairs” (Fuller, 89.394). The adversarial model of
adjudication reduces problems that affect an enasmmumber of people to bilateral
disputes and is poorly prepared to gather and aealgmplex social data. Courts will
know a lot about a case, but little about its mileend will not be able to see the trade-
off problems that they are dealing with, such @&sdbmpetition for budgetary resources
or political follow-through (Horowitz, 1982, p.137)oreover, there is the problem of
representativeness, “since courts do not choose ¢hses, but instead cases choose

their courts” (Horowitz, 1982, p.136).

On the other hand, those who advocate for a maracgive role of courts in
social rights adjudication affirm that courts, whamotecting civil and political rights,
also deal with complex issues that may be verylamto those raised by social rights
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adjudication. Thus, the judicial protection of sdaiights creates challenges for courts

that are not so different from those they commdabe (Langford, 2008).

Furthermore, judges can be provided with relevafdrmation by the parties,
their lawyers, witnesses and court appointed inldiai experts and bodies (Nolan at al.,
2007, p.14-15). Some individual judges can als@igpee in social rights adjudication
through experience and legal education, in the samethat they specialize in other
different fields of law (Nolan at al., 2007, p.1%)nally, the judicial process can be
made more participatory — open to amici curiae @ualic hearing — to enable courts to
deal with the complex issues brought before thentases involving social rights

(Mantouvalou, 2010; Gargarella, 2011).

The responses to health care litigation advancetthdyBupreme Federal Court
(STF) and the National Council of Justice (CNJ) iaserted into this debate about the
capacity of courts and the adjudicative procesdettide properly on the provision of
welfare policies. Both institutions recognize tltaurts have institutional limitations
and therefore can only be secondary decision-ma&erghe issue of health care
provision, but, at the same time, they try to overe these limitations in order to give
to courts a prominent role in the judicial reviefwationing decisions on a case-by-case

basis.

The responses advanced by the STF and the CNJechatter understood as
two complementary parts of the same policy engag#dhealth care litigation. This is
not surprising since there is a strong connectetween both institutions. They are part
of the judicial branch, although with different fititons. The STF is the highest court in
Brazil, whereas the CNJ has no judicial power andesponsible for regulating the

administrative and financial activities of everyudoand the enforcement of judges’
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professional duties. The CNJ is a formally autonosniastitution, but it is expected that
the STF, especially its president, will have a #gigant influence on the CNJ.
According to the Article 103-B of the Federal Catugion, the presidency of the CNJ,
which has a great deal of responsibility in settthg institution’s agenda, will be
chaired by the president of the STF. Moreover th& 8Sas the prerogative to appoint
other two members of the CNJ. The affinity betw#en recommendations of the CNJ

and the decisions of the STF will be made cledhénnext sections.

3.1.1. The Supreme Federal Court: public hearimbsatf-restraint

The public hearing on health care litigation

As | briefly mentioned in Chapter 2, the Supremedfal Court (STF) — the
highest court in the Brazilian Judicial branch erpoted a public hearing in 2009 with
health experts, public authorities, academics, &wyand civil society gathered to
supply the Court with “technical, scientific, adnsimative, political and economic”
information regarding health care litigation ca@dendes, 2009). In total, 50 specialists

were heard by the STF.

The public hearing was motivated by acknowledgm#at the lawsuits
claiming access to health treatments were havisggaificant impact on the public
health system and that the court needed supporh fdifferent specialists and
stakeholders in order to make better decisions (den2009). Justice Gilmar Mendes,
the then president of the STF, held the public ihgaand declared in his opening
address that “either the idea that courts showe Im@ role on health care issues or that

there is a right to any health treatment is untkaiadnd that a balanced view should be
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found, taking into consideration “all the judiciaecisions’ implications without
compromising (...) the right to health” (Mendes, 20p®). Lastly, he affirmed that he
expected the “public hearing would result not omlytechnical information conducive
to assisting in the court’s analysis of the cabes,also in support for a broader and

pluralist debate for the improvement of health gieb” (Mendes, 2009, p.10).

Accordingly, if public health policy is a complegsue in which judges are not
knowledgeable and the adjudicative process is enabyrasp all its complexity, then a
participative and plural forum with specialists astékeholders is arguably a sound
alternative to compensate for the court’s lackraftitutional capacity and the narrow

limits of adjudication.

Moreover, initiatives like the public hearing cam $een by those who advocate
for a more active role for courts not only as aidevo defend them against critiques
concerning their institutional capacity and legdicy, but also as a tool for helping
courts to implement their potential for enhancingmidcracy and participation.
According to this argument, there is an expectdtiat courts can be a forum to ensure
that norms are created and applied through a datikke process or, in other words, a
“collective and inclusive discussion” (see Gardare2011, p.237-238 and also Nolan,
2011, p.194-195). Courts can fulfil this task, ifwstance, by promoting open discussion
about the solution to rights violation via publiednings. The public hearing on health
care litigation organized by the Brazilian Suprefederal Court was praised by
analysts as a good example of what courts shoulieh degard to the protection of the

right to health (Gargarella, 2011, p.237; Nolanl 2(p.195).

In this section, | will not discuss whether the esation that courts can create

collective and inclusive discussion is sound anthee will | look here at whether the
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public hearing is a conducive mechanism to reaeh ¢oal (I discuss this topic in
Chapter 6). | will just analyze what seems to be d¢mly direct consequence of the
public hearing for the Supreme Federal Court its#lé establishment of criteria to

guide the court in cases involving health cargdition.

Setting the limits of an unlimited right to health

Based on the conclusions drawn from the informatmesented by the
speakers in this public hearing, in March of 20h@ STF judged nine cases and
established guidelines defining those duties aiszean immediately demand from the

public health systerfi The same criteria were reaffirmed in further diecis®.

In these cases, the Supreme Federal Court staagdetren though the health
system cannot supply all treatments patients denaaddthat priorities in health care
should be set, courts have the power to obligepingic health system to offer a
treatment needed by the patient but denied byakiergment if:

1) It has its safety, efficiency and quality recizgual

by the Brazilian National Health Surveillance Aggnc

(ANVISA), which excludes experimental treatments.

*8 Supremo Tribunal FederalSuspensao de Tutela Antecipada {Z610), Supremo Tribunal Federal —
Suspensao de Tutela Antecipada 2®D10), Supremo Tribunal Federal Suspensao de Tutela
Antecipada 2782010), Supremo Tribunal FederalSuspensao de Seguranca 372810), Supremo
Tribunal Federal -Suspensao de Seguranca 292010), Supremo Tribunal FederalSuspensao de
Seguranca 23612010), Supremo Tribunal FederalSuspensao de Seguranca 3329510), Supremo
Tribunal Federal -Suspensao de Seguranca 338610) and Supremo Tribunal Federgbuspensao de
Liminar 47(2010).
%9 Supremo Tribunal FederalSuspensao de Tutela Antecipada 2B010), Supremo Tribunal Federal —
Suspensao de Tutela Antecipada 2@®10), Supremo Tribunal Federal Suspensao de Tutela
Antecipada 424(2010), Supremo Tribunal Federal Suspensao de Tutela Antecipada 42010),
Supremo Tribunal Federal Suspensao de Liminar 2%8010), Supremo Tribunal FederaSdspensao
de Seguranca 394(R010), Supremo Tribunal Federal — Suspensao der&aca 4045 (2010), Supremo
Tribunal Federal -Suspensao de Seguranca 398P10), Supremo Tribunal FederalSuspensao de
Seguranca 3852010) and Supremo Tribunal Feder&8uspensao de Seguranca 398910).
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2) It is already included in the public health pas,
which means included in the public health systerthe-
National Health System (SUS) — official list of ni@des
and treatments and recommended by clinical guidglin

3) In the case the petitioner claims for a treatnmern
included in the public health system (SUS), buistegd

at the ANVISA, she has to prove that no treatment i
offered or that the treatments already offered o
appropriate to her; and

4) The non-included treatment has to be succegsfull
used “for a long time” by patients who can affardut its
inclusion in the official lists and clinical guideés by the

health bureaucracy is “very slow”.
The Chart below was created based on the critetidbyg the STF in these
decisions and illustrates the way they are expetctéd applied in health care litigation

cases.
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Figure 2 — Critetia established by the STF after the public hearing
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The STF, therefore, admitted that the public healystem has to define
priorities in the allocation of scarce resourcésist not all claimed treatments can be
offered by the public health system. This may sednvial statement of what is widely
recognized elsewhere (even in the most developedtiges), namely that no health

system can afford to offer all health treatmentaltdnealth needs for every citizen. But,
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as we saw in Chapter 2, this statement has not Wwebaly accepted within courts in

Brazil, not even within the STF itself.

The establishment of the criteria aimed at creatingphere in which courts
should be deferential to administrative decisidng, also one in which courts could
legitimately intervene. However, | argue that thesteria actually remove from health
authorities the possibility of making choices basedcost-effectiveness and end up
consolidating the “rule of rescue”, a principlettBtates that whoever has a health need
should receive health care, no matter the costth@rbudgetary impact. Therefore,
despite its best intentions the STF is in factdlmsing the possibility of creating a fair
procedure for rationing healthcare. Let me malkepbint by looking more closely at

what was decided.

The first criterion established by the court ischar disagree with: the public
health system should not be obliged to supply meescthat are not registered by the
National Health Surveillance Agency (ANVISA), i.éreatments whose efficiency and

safety are not scientifically proven.

The STF also established that the government caderot citizens treatments
already incorporated in the public health systerand¢, once a drug or treatment is
included in the official list of treatments and eseamended by clinical and therapeutic
protocols, its provision by the State becomes ditl@hright for citizens. According to
the court, judgments ordering the provision of timents in these cases are more
legitimate because they are not setting prioritegshealth care allocation in place of
health authorities. Rather, courts are simply exnfigr the provision of a preapproved set

of goods and services.
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The problem with this criterion is that it does monsider cases in which the
treatment offered by the public health system car®o provided in quantities that
ensure universal provision. In these cases, hegfitems must ration, not by excluding
the treatment or medicine from the range of treatmé offers, but by either selecting
beneficiaries according to their clinical charaist@érs, or by establishing waiting lists
(Syrett, 2007, pp 46-50). Thus, that a treatmeninduded in the official list or
recommended by clinical and therapeutic protocolssdnot always preclude the need

for rationing.

A meaningful example is one case judged by the g3dif, Suspensao de
Liminar 228°, in which the Public Prosecutors’ Office (MinistéPublico) lodged a
lawsuit to oblige the government to provide caramintensive care unit (ICU) to all
patients in the city oSobralwho needed it. It was not only demanded that tlageS
should allocate patients to the existing ICUSiobraland neighbouring cities, but also

that the State had 90 days to more than trebleityie number of ICU (from 9 to 30).

The STF decided in favour of the Public Prosecut@fice based on a
Ministry of Health Ordinance (Portaria MS/GM n. 11P002) that estimates the
necessary number of ICU per 1000 inhabitants. Bex@oabralhad fewer ICU than are
recommended by the Ministry of Health, the STF achthat the government failed to

comply with the health policy guidelines.

However, matching the Ministry of Health’'s ordinenaumbers does not
guarantee rationing will not occur. Even in othezas in Brazil where the number of

ICUs exceeds the numbers established by the MynidtiHealth Ordinance, demand

% Supremo Tribunal FederalSuspensao de Liminar 228008)
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outstrips supply (O Estado de Sao Paulo, 2010)thEmmore, lawsuits demanding
access to ICUs are not uncommon, even in areaseviherordinance numbers have

been met (O Estado de Sao Paulo, 2010).

Finally, the order for the government to more tlile the number of these
units in 90 days raises the question as to whedtteeiCourt should mandate such an
expense. Although the Ministry of Health establastiee guideline for an adequate
provision of ICUs, there is no requirement thatssthguidelines be met within 90 days.
Even if resources exist, the opportunity costsrebling the number of ICUs in such a

short time should be evaluated against the ristoafpromising other health services.

Thus, it is clear that courts must carefully coesictitizens judicially
enforceable right even to treatments included e hbalth care system’s official lists.
Judicial decisions may allow some people to “juin@ ¢ueue” in the access to health
care. Even if, in theory, courts could eliminate theed for rationing of a given
treatment and make waiting lists and exclusion oessary by ordering the universal
provision of a treatment via a structural injunatidhe effort to do so may divert
resources away from other treatments offered byhdath system that compete for the

same result (on the impact of structural enforcaroérocial rights, see section 6.2.2).

The next criterion suggests that in the cases whentreatment was not
incorporated, the court should check whether tieen effective alternative treatment
provided by the public health system. If not, ahé tlaimed treatment has been
available for private purchase and used by patehts can afford it, then its provision

should be judicially ordered.

It was not said, however, how the court will asseb®ther the alternative

treatment offered by the public health system isféective alternative, especially when
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claimants (coupled with their lawyers and doct@syl health authorities disagree on
this issue. This brings us back the problem of tdumstitutional capacity and may help
to explain at what the recommendations of the MaticCouncil of Justice to build

courts’ institutional capacity are aiming (see gec8.1.2).

It is not clear, either, if the alternative offdrey the public health system has
to be only effective for the patient’s health peshl or, at least, as effective as the
claimed treatment. A new treatment may be marlyimegtter than the already provided
one, but at a much higher cost. The decision alvbether a new treatment that is more
effective but more expensive should be providedhim place of another that is less
effective but cheaper (in other words, if an ineeean price is justified by the
improvement in effectiveness) is one of the maimceons of health economists and one
of the biggest challenges for health systems ardbhadworld (see Schmidt & Kreis,
2009; Sorenson & Chalkidou, 2012). This is why efstctiveness analysis and
methods such as the Quality Adjusted Life Years [(Aare fundamental devices for

making good health care policies.

Even though the STF was not clear about what amrdaate alternative”
means, the criterion that allows the court to ablige supply of a treatment for no
reason other than that it has been available foraggr purchase for a long time
(although not specified how long) indicates thagtezffectiveness analysis is not among
the court's concerns when establishing the critefihis criterion is also deeply
problematic because it rules out cost-effectivera@sdysis and policy considerations in
deciding on the provision of health care. The thett a drug is available for private

purchase means only that it is efficient and natifal (according to the National
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Health Surveillance Agency — ANVISA), but says nothabout its cost-effectiveness,

level of priority and affordability for the publizealth system.

New technologies can be effective and safe, but @ian be extremely
expensive (especially when protected by intelldctpeoperty rights that grant
pharmaceutical companies monopolies, effectivelywguout the possibility of cheaper
alternatives) and increase the costs of health edneeh makes rationing and priority

setting even more necessary.

As mentioned earlier, Ferraz & Vieira (2009) estieakthat the cost of offering
the most modern medicines to all Brazilian Rheumagathritis and Chronic Hepatitis
C patients (1% of the population suffer from thdgeases) would be around US$56
billion, a figure that is roughly 4.5% of the nated GDP and more than double the

yearly national health care budget (Ferraz & Vie2@09, pp. 235-238).

The provision of all new existing health technotsyis not only unfeasible, but
may also make the public health system inefficletause a huge amount of resources
may be used to produce marginal health benefitshi@rpopulation. In this case, the
opportunity costs can be very high, which is unfaith those who may have been

potentially benefited by the alternative use ofbsources.

In conclusion, even though the STF made an eftograsp all the complexity
of the issue through a public hearing and trieddtablish some criteria for the judicial
provision of health care, it considered the righhealth from an individual perspective
and forced the public health system to apply thee“of rescue”, a sense of immediate
moral duty to attempt to do everything possibledscue an identifiable person whose
life and/or health is in danger, irrespective obtc(NICE, 2008, p .20; Cookson &

Dolan, 2000, p. 324).
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The application of the rule of rescue does not mhg&althcare rationing
unnecessary; rather it makes it implicit and theneefunfair. Rationing will simply not
be explicit and life/health saving treatments vl offered without considering their
cost and the impact on the healthcare of the feteopopulation. The rule of rescue
may make the distribution of healthcare inefficiand unjust because more resources
will be spent benefiting a few people at a highestand producing less total benefit
from the population perspective. As Daniel Callahafirmed (2011, p.172-174),
thinking about medical care in terms of a set dividual rights to benefits rather than
from the perspective of a societal good rules eamfthe start the possibility of
choosing the treatments that will do the most gfsoth a population perspective and
thus makes the control of costs in health care ssipte. | would also add that it

precludes any debate about the fairest way toiloisé health care resources.

3.1.2. The National Council of Justice: buildinquds’ institutional capacity

The National Council of Justice (CNJ) is an agewoyated in 2009. It is
composed of 15 members, most of them judges anidgas and as we have seen the
presidency is chaired by the Justice PresidenhefSupreme Federal Court (STF).
According to the Federal Constitution, the CNJast pf the Brazilian Judicial branch,
but has no judicial power and cannot review judidiecisions. As we have seen it is
responsible for regulating the administrative aindricial activities of the judiciary and
the enforcement of judges’ professional duties. cin issue resolutions and
recommendations for courts in order to improvertifignctioning in terms of strategic
planning and administration. The CNJ's recommendati as the name says, are not

binding on courts.
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The CNJ issued the Recommendation 31 in 2010 progpa@®me policies to
control the harmful effects of health care litigatiin Brazil. The proposals reinforce
and complement what was already put forward bySmé& and are, according to the
Recommendation itself, derived from the public mapromoted by the STF. For the
reasons already presented, the affinity betweenGNd and the STF was to be
expected. The President of the CNJ at the time vie®Recommendation 31/2010 was
issued, Justice Gilmar Mendes, was also the Prsafethe STF who organized the
public hearing on right to health and the Justi¢t® wrote the decisions in which the

criteria mentioned in section 3.1.1 were establishe

Recommendation 31/2010

The Recommendation 31/2010 “recommends to couetsntiplementation of
measures aiming at supporting judges and othet fggéessionals, in order to assure
better solution for the judicial claims regardingaltth care”. The document affirmed
that some of the main problems regarding healtk Gagation in Brazil were (1) the
lack of clinical information available to judgesnm®rning these cases and (2) the claim
for drugs not approved by the National Health Silarece Agency (ANVISA). The
Recommendation also stated that the health awtsontanagerial capacity, the already
existing public policies, the organization of thebpc health system and the need to
guarantee the sustainability and manageabilithefMational Health System have all to

be respected and taken into consideration by courts
Therefore, the CNJ recommended that the Brazileamts should:

a) Make technical support from doctors and
pharmacists available to assist judges in assed$iag
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clinical evidence presented by the litigants inltheare
related cases;

b) Advise judges to, among other things, analyee th
cases based on complete and comprehensive informati
avoid the provision of drugs not registered atAhNVISA

or experimental drugs; and consult, whenever it is
possible, health authorities before an interim sleai be
made;

C) Include medical law legislation as a subjecbé&o
examined in the public entrance exams for judges;

d) Promote tours that will take judges to visit jiub
health units.

Recommendation 31/2010 also recommended that tieolscresponsible for
preparing those admitted in the public entrancemsx&o become judgéshould
include Health Law (Medical Law) in their curricul@hese schools should also
organize seminars with judges, public prosecutord laealth authorities in order to

promote common views in the field.

The CNJ's recommendation tries to establish a sphadr deference by
affirming that administrative decisions need taégpected and taken into consideration
and, at the same time, aims at building courtstitutgonal capacity to make better

decisions in health care litigation cases.

The CNJ reinforced the idea formerly establishedthy Supreme Federal
Court that courts should consider the choices rbgdeealth authorities and “avoid” the
judicial provision of treatments not registered twe National Health Surveillance
Agency. The CNJ also added that judges should therbeformed about the claims and
consult health authorities “whenever it is possilllefore making an interim decision.
This can filter out absurd claims for treatmentasdd on insufficient information or

without evidence about its safety or effectivenddswever, they deserve the same

®%|n Brazil, lower level courts’ judges are chosém public entrance exams.
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critique | have made of the STF’s criteria: theg anable to deal with the most difficult
cases, when the evidence is not clear or therevidemce of effectiveness but

insufficient funding.

Building courts’ institutional capacity

The CNJ innovated in trying to build courts’ ingtibnal capacity to decide on
the provision of health treatmefftsit emphasized that judges need to be betteretain
and more knowledgeable about the legislation camegrhealth care, the functioning of
the health care system and public health relataeess It is not clear, however, what is
intended with the attempt to make judges more kadgeable in these topics. Better
training and more knowledge are certainly goochemselves, but how can they impact

on health care litigation? Two answers present Hedves.

Firstly, judges who know more about the health car&gem would be more
deferential to the health system's rationing densi They will understand, for instance,
that the public health system has to make “trapmices” (Calabresi & Bobbit, 1978),
there are opportunity costs, rationing is necessary that decisions on the provision of
healthcare are not always arbitrarily made. Thisrpretation would be harmonic with
the suggestion brought by Recommendation 31/2040 (s we have already seen)
courts should consider health authority’s managerépacity, the already existing
public policies, the organization of the public bleasystem and the need to guarantee

its sustainability and manageability. Thus, maksongrts more knowledgeable about the

%2 Some courts have already implemented some ofttmmmendations made by the CNJ. The Courts of
Appeal in the States of Rio de Janeiro and Rio @Gzado Sul created “technical support services”
composed by doctors, nurses, pharmacists andiontsis to advise judges in health care litigatiases
(Valor Economico, 2010).
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public health system and public health issues giWle courts a broader perspective to
the problem than one that is narrowed to their gdegion a claim for an individual

need. Therefore, that would avoid the prevalergrpretation that the right to health
means that whenever there is a health need, the individual right to receive health

care irrespective of the costs.

The other alternative is that better trained judgas make good substantial
decisions since they are more capable of seconssgughealth authorities’ decisions
concerning the provision of health treatments. Gitleat the CNJ’s recommendation
was created in the same context of the STF pularihg, this interpretation is
probably sound. According to the criteria estaldistby the STF, courts can always
order the provision of treatments incorporatechim public health system’s policies and,
when there is evidence that the patient needs lthmed treatment and no effective

alternative is offered, non-incorporated drugs @iaio be provided via judicial order.

Thus, the effort to train judges in health law dreglth related issued may be
an attempt to provide them with information and exxige to decide if the alternative
treatment offered by the public health system fsa#ive or if the patient really needs
the treatment available in the private market bott provided by the public health
system. By the same token, the recommendation ke tmeghnical support from doctors
and pharmacists available to assist judges in lnealte litigation cases has the same

purpose of helping courts to identify when theradtually an unfulfilled health need.

If, generally speaking, what impairs courts froealihg with factual problems
is the judges' lack of training and the absencea afedicated staff to acquire and
evaluate factual information (Yowell, 2012), thée foroposals advanced by the CNJ to

build institutional capacity seem plausible: traidges and surround them with doctors
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and pharmacists who can provide technical adviocsvavyer, | will argue that expecting
courts to review health authorities’ decisions amgblace them with their own
substantial decisions, even if judges are bet@ndd and assisted, is not a good

response to the problems caused by health cayatidn.

If the proposals advanced by the CNJ are aimeelpirty courts to deal with
the health care litigation cases' complexity theénisi necessary to clarify that
“complexity” is itself a complex phenomenon. Wheamecsays that a legal problem is
complex, it may mean that it is factually complew)ycentrically complex or morally

complexX®.

Factual complexity can be separated into two grotgeinical and social facts.
Technical facts are those that need technical aisafyom experts and for which it is
expected that there is a right answer to be foundrding to the scientific consensus.
An expert (or a group of experts) can assess dteemt’'s disability was caused by her
doctor’'s malpractice; if the bullet that killed thietim was shot by the suspect’s gun; if
the DNA examination proves that Miss Smith is théds biological mother; or if the
level of pollution in a river is above an acceptaldvel that baths in it should be
prohibited. These are, indeed, problems that cchat® been dealing with in any area
of law relying on the support of expert withess&s,why not in deciding whether a
treatment should be provided to a claimant or @t reasoning is advanced by some
social rights adjudication advocates who argue tihatfact that judges are generalists

and without training on technical issues is nobhstacle to them deciding technically

% This classification was partially inspired by Mgamery (2008).
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complex cases as long as they are surrounded lojabgis who can provide technical

advice and explanation.
As Nolan at al. (2007, p.15) put it:

If the courts are considered capable of evaluatindg

drawing conclusions on the basis of complex tedirand

medical evidence in, for example, a criminal ort tamw

context, then there can be no presumption that #rey
unable to do so in a social and economic rightsecdn

Social facts, on the other hand, are findings alsogtetal issues that help to
decide on broad questions of law and policy (seeoWibz, 1977) and bear similarity
with what Davis (1942) called “legislative facts”Social facts demand empirical
investigation and analysis from social sciencesriter to make causal inferences or
interpretations of social phenomena. The level etainty is lower: the method to
choose the relevant data and analyze them mayrisowgersial; the data available may
be limited; there will probably be different integpations of the results; and the best
action to follow the acquired knowledge may be diaple. Furthermore, the quality of
the social science research may vary enormouslynéidan & Walker, 2007, p. 157).
The role of courts in using social facts in its idems is much more controversial
because the results of the social science reseasgshbe inconclusive and there is

significant risk that the court may misread theiglodata (see King, 2008, p. 413).

For instance, the German Constitutional Court datidhat laws banning
smoking in restaurants, pubs etc. in some Gernaasstvere unconstitutional based on
a press release asserting that there was a higtmease on the revenues of the
gastronomic industry in states with the ban thastates without it, which, according to

the court, violated the professional freedom of dlamers of the venues. However, the
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court did not consider the fact that other variabiet related to the smoking ban may
influence the decrease in the revenues and thatlitfegence may not be statistically

significant (Petersen, 2011, p.16).

Problems can also be complex because they aregmticin the sense that
they do not affect only those involved in a judidepute, but may have unpredictable
consequences beyond the interests brought forveard tourt’s decision. In his own

words (Fuller, 1978, p.395):

We may visualize this kind of situation by thinkiog a
spider web. A pull on one strand will distributengeons
after a complicated pattern throughout the web abale.
Doubling the original pull will, in all likelihood,not
simply double each of the resulting tensions buitrather
create a different complicated pattern of tensionsis
would certainly occur, for example, if the doublpdll
caused one or more of the weaker strands to siapisia
"polycentric” situation because it is "many centére
each crossing of strands is a distinct center itriduting
tensions.

Polycentric problems “will normally involve many fafted parties and a
somewhat fluid state of affairs” (Fuller, 1978, $33. Differently from social facts, the
uncertainty here is not due to the difficulty in kimy causal inferences or interpreting
social phenomena, but rather the difficulty is doekee who will be affected and how.
Social sciences can also be used to shed lighteproblem, but the number of parties
affected and the changing circumstances makesyitdifficult to predict accurately the
impacts of a measure. And the uncertainty will dig as the impact of the decision is
widespread. Given the uncertainty, the complexitypblycentric problems is more
difficult to solve merely through the appeal to gpésts. The amount of data and the

plurality of perspectives may be enormous and ognitive capacity has limits, hence

decisions have to be made partially based on iotyitexperience and speculative
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prediction about the consequences (on decisionagakinder uncertainty, see
Vermeule, 2013). It also demands a high level exibility from decision-makers in

order to adapt to unforeseen consequences andingagumstances.

Finally, there is also the moral complexity of somsues and the need to
accept reasonable disagreement (Rawls, 1993; Wal@@09). The liberal thought is
founded on the premise that in society, reasonggleple - who seek mutually
justifiable decisions - may have different concegtgustice and hence disagreement, as
long as it is reasonable, should be tolerated.dwang the discussion to health care,
there are competing tenable and coherent conceptibrwhat a fair distribution of
health care should look like — egalitarianism,itatilanism, prioritarianism, and so on
and so forth — and reasonable people may disadreet avhich of them should be
applied (Daniels, 2009). In the face of this maliahgreement, a fair procedure — based
on fair principles and transparent deliberatiorhewdd be applied (Daniels, 2009). This
solution is not justified because it will produc€'acarrect ethical view”, but because
deliberation under conditions that are fair to pdrties can hold decision-makers
accountable for the reasonableness of their dessice., “a conclusion that people can

agree rests on considerations all believe aredaitii] relevant” (Daniels, 2012, p.44).

In brief, technically complex problems are thosevibich we expect to have a
single answer, even though it may not be immurmotdroversy or difficult to find out.
The dichotomy is whether the answer for the prohbikenght or wrong. Social facts and
polycentric problems are those for which we carfimat a single right answer, the latter
because it is impossible to preview all the consaeqas and the former because the
level of certainty about causal inference and pration of social facts tend not to be
high. Hence, in both cases decisions are made wutditions of uncertainty and
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against a background of risk preferences and thesemany answers that can be
considered rational in the sense that cause/coaeequand means/ends relations are
coherent. Thus, the answer cannot be right or witmuitgrather rational or irrational.
Morally complex problems are those to which we kribere is no single right answer
because there are different and reasonable conokpistice that would come up with
different answers. Thus, answers to moral probleans either reasonable or

unreasonable.

Going back to the Recommendation issued by theoNaltiCouncil of Justice,
it seems to expect that well trained judges sumledrby doctors and pharmacists will
be able to make scientifically sound decisions,clwhiould avoid some of the problems
caused by the complex issues regarding health ldgggation. That would be an
appropriate response if the provision of a treatmbgrthe public system were merely a
technically complex problem to which a specialistld come up with a right answer.
However, it is not merely a technically complexuissand other kinds of complexity —

of the sort we have just been discussing — areialsived.

Even if we try to reduce it to a mere technicaliégsst would be unrealistic to
expect that a group of doctors and pharmacistshame the needed diversification of
expertise to be able to make a comprehensive gaesgsessment of the effectiveness
of all treatments that are being litigated for. Shask is more difficult taking into
consideration that the main driver of litigation & wide array of new medical
technologies for a huge diversity of health proldenThese new treatments’
effectiveness and safety may still be controversialhe scientific literature and the
amount of information may be insufficient to draafes conclusions. There are also
epistemological concerns that could be raised. Hm@vthese health professionals going
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to make the assessments? Based on which methodaludjydata? What are their
qualifications and what kind of conflict of intetegnight they have? What are the risks
of courts misrepresenting or misunderstanding #search results? How will courts

balance evidence pointing to different conclusions?

The already mentioned example of the litigation &ralogous insulin can
illustrate this problem. The Brazilian public héallystem provides regular insulin for
the treatment of diabetes, but patients go to sazlgiming the provision of analogous
insulin because they allegedly reduce the cashgpuiglycemia, a side-effect caused by
the treatment with insulin. There is an enormougndific controversy on whether
analogous insulin reduces the cases of hypoglycerhen compared with the regular
version. A research project analysing how courial @éth this scientific uncertainty
showed that even though in most cases judge ddmded solely on the medical
prescription, in others they require assistancenfem expert doctor to decide whether
the analogous insulin should be provided. The tesuhat the scientific controversy is
reflected in the different answers given by legglezts: some say the analogous insulin
should be provided and others that it should natbse it is not better than regular
insulin (Wang et al., 2011). Thus, when courts nexjthe support of an external expert,
there is an “expert lottery” and the access toahalogous insulin through courts may

depend on the expert to which the case is semalysis.

Nonetheless, let's assume for the sake of the aggtinthat courts manage to
create a system that is good enough to asses$ healtnologies’ effectiveness and
safety and health professionals working for therc@ure able to make a decision
grounded on good scientific evidence about thetrtreat. That will still not solve all
the problems caused by health care litigation. gioeision of health care in the public
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health system is not merely a technical problerhgb@nce can solve. It is also a matter
of public policy. Doctors and pharmacists will rmg¢ able to conduct research about
cost-effectiveness, its affordability given the gatimade available for health care, the
opportunity costs of providing the claimed treatinéts level of priority regarding the

other health needs of the population and the egdentpact on public health.

Even if we add health economists to the group gdllexperts to produce cost-
effectiveness analyses of the claimed treatmentsould still be naive to expect that
their decision would give a ready-made answer tettdr or not a treatment should be
provided. Priority setting involves problems of isbdact (e.g. how a certain disease
affects the population’s health), polycentricity.glethe socio-economic effects of
providing a given treatment on the public healtstegn) and morality (how to distribute
health care fairly given that we cannot give evang to all) that cannot be reduced to a

technical decision that can be objectively mada bwpdy of experts attached to courts.

Decisions on public policies have to rely on sdsatand social scientists, but
it is also an issue that is inescapably speculaive the impact of which is hard to
predict. As affirmed by Davis (1971, p.118), theseses involve the exercise of an
informed judgment that takes into considerationamy knowledge and understanding
of general facts and scientific information, bigcaéxperience, intuition, estimation and
guessing. This is the role of managerial capacityntake and review decisions
according to the consequences and to respond psotothanging circumstances. And
this is also the importance of the decisions’ pdocal legitimacy. Since there is no
unequivocal right decision, it is essential thatsitmade according to a fair and open

procedure.
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From this perspective, the expectation that conméke good administrative
and political decisions with better trained judgesl expert assistance, but without the
other benefits of an administrative expertise andpditically accountable and
representative process, seem untenable. Moredase ladvantages of the political and
administrative decisions may be undermined by dwwssof reviewing courts which
reverse their decisions from the political and adstiative sphere based on a different

source of evidence (Davis, 1971, see, also, Chépter

To overcome some of these obstacles, one could im@maghe CNJ
recommending that health economists be inviteddtasa courts about the treatments’
cost-effectiveness, and public health specialegtgemiologists, health authorities and
civil society to advise about the treatments’ ptyofor the public health. Let’s say that
it could be accomplished through the organizatibputblic hearings (similar to the one
organized by the Supreme Federal Court) for evelth care litigation case or the
creation of a “bureaucracy under judicial auspictsit could then provide research

service and fact finding resources on empirical solal fact&’

This transformation of courts into a quasi-legisk&t or quasi-executive
institution would probably be unfeasible, considgrthe time and resource constraints
on conducting such a comprehensive and reliableysiedor each treatment in every
lawsuit. Monahan & Walker (2007) made the followic@veat about the use of social
sciences in courts: it may be an inefficient usecofirts’ time and, | would add,

resources. According to them:

® The idea of a bureaucracy under judicial auspizessist courts in cases involving legislativagac
was as suggested by Davis (1971) in his seminaleagnd recently advanced by Yowell (2012).
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The same testimony about the same research studists
be heard in case after case whenever a framework fo
given type of factual determination is sought. $elo
introducing frameworks as social facts is expensivee
pool of expert witnesses is limited to a small groof
basic researchers in each topical area and thesarahers
must be transported and paid to repeat their testynin
each new case (Monahan & Walker, 2007, p.161)

Even if we assume, for the sake of the argumeat,ithvould be feasible to
create such a complex decision making systempitoeacalled into question whether it
would be rational to create it to decide on thevion of health care in each case
instead of relying on the procedure used by healtithorities, who have the
bureaucratic structure and expertise to do sollldicuss this argument further in the

section that follows and in the conclusion of @hspter.

3.2. Towards control of procedure: the Federal LE2v401/11

Besides the responses from the Judicial branche tvas also a legislative
reaction to health care litigation: the Federal LE2401/2011. The legislative response
is not focused on making court’s “usurpation” betjaalified but rather on making the
procedure for assessment and incorporation of nealtth technologies in the public
health system better. more transparent, participathased on robust evidence and on

clear and standard criteria.

The Federal Law 12.401/2011 was based on two Oibdt proposed in the
Senate: the 338/2007, by the Senator Flavio Arrese@ifter Arns’ Bill); and the
219/2007, by the Senator Tido Vianna (hereaftenvags Bill). Both draft bills declare
explicitly that the fact that patients are goingdourts to claim drugs that are not

provided by the public health system is the maistifigation for their enactment.
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Nevertheless, they see the problem from differensgectives and put forward different

solutions for it.

In his official justification for the Arns’ Bill, 8nator Arns declares that he
agrees with those patients who litigate for he&ddatments that the access to health
care cannot be restricted by clinical protocols affitial lists of treatments. According
to him, the official lists of treatments are noéduently updated, restricting patients’
access to new technologies. Furthermore, the bila&iims at tackling the problem that
the assessment and incorporation of health tecgieslds not made through a formal
administrative process, which means that thereideadline for the assessments to be
concluded by, no right to administrative appealpadicipation from civil society and

the decisions are made exclusively by the Minisfridealth.

Arns’ Bill, therefore, proposed that “[l]t is guari@ed that the provision of
drugs and health products that belongs to the tstmted by the National Health
System’s authorities does not exempt the State fsoowiding other drugs and health
products that are not included in these lists” alko proposed the creation of an
institution - composed of representatives from gmwvernment and civil society -
responsible for assessing health technologies aadidg on its inclusion in the public
health system’s lists of treatments. Such deciswaald be made through a formal
administrative procedure open to public participatiand based on scientific and

economic analysis. The decision would have to beaeed and made within 180 days.

Even after this administrative procedure was etstladd, the final word on the
provision of a health treatment would neverthelgts not be in the hands of health
authorities. The draft bill stated that the facattlihe assessed treatment was not

included in the official lists would not exempt thablic health system from providing
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it if (1) the previously incorporated treatment® arot effective and (2) there is a
medical prescription declaring that the treatmentecessary to avoid death or serious
harm to the patient’s health. Thus, the Arns’ Bikks proposing something similar to
the criteria established by the Supreme FederalrtCand the National Council of
Justice: the patient’s needs to prevail over ratigmlecisions or scientific dispute; and

courts to be the institution responsible for gutgaimg this.

Vianna’s Bill, which is also concerned with healtlhre litigation, had a
different entry point. In the draft’'s justificatiprSenator Vianna affirms that the
provision of drugs ordered by courts is forcing theblic purchase of high cost
treatments the effectiveness of which is not always/en. According to him, this is
harmful for the public health system because iegito pharmaceutical companies the
power to lobby patients and doctors trying to caneithem that the treatment they sell
is the best and that patients can access thesménaia for free through courts. Senator
Vianna concluded the draft bill's justification ajfirming that because resources are
scarce, priorities have to be set by the publidthesystem so as to benefit the largest

number of people.

Vianna’s Bill proposed that the public health sgstshould only provide
treatments that are incorporated in the officisisliand prescribed by doctors working
for the public health system. It also excluded expental and aesthetic treatments
from the public health system coverage, as wedmsother treatment not registered at
the Brazilian National Health Surveillance Agen®NVISA). Thus, Vianna's Bill
would give health authorities the final decision tve provision of health care and
would make non-justiciable claims for treatmentd mzluded in the public health
system’s official lists.
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In spite of the different perspectives and oppogingposals, Arns’ Bill and
Vianna’s Bill were analyzed conjointly by the Nated Congress because, according to
the Senate, “they legislate about the same issdi@hna’s Bill was rejected and the
Arns’ Bill was approved and enacted with amendméotdecome the Federal Law
12.401/2011. Vianna’s Bill was formally turned daoviout the proposals it put forward
were introduced as amendments to Arns’ Bill. The, Federal Law 12.401/2011, as
enacted, is actually an amalgam of both draft :bitlsncorporated the rule that the
public health system should only provide treatmeinét are incorporated in the health
policies (as proposed by the Vianna’'s Bill) andoatseated an institution responsible
for assessing health technologies through a foradhinistrative procedure (as

proposed by Arns’ Bill).

Restricting the right to health care

As seen in Chapter 2, comprehensive coverage is afnthe principles
underpinning the Brazilian public health systemisTis often interpreted by courts as
meaning that the public health system is obligepgravide any treatment a patient may
need, no matter if they are incorporated or nothie public health system’s lists of

treatments or clinical protocols.

To avoid this unrealistic interpretation, the Fedidraw 12.401/11 established
in Art. 19-M that: “The comprehensive therapeutarec (...) encompasses: | — the
provision of drugs and health care related prodwtigse provision is according to the
clinical protocols and therapeutic guidelines fog tlisease or ailment to be treated (...);
Il — the provision of therapeutic procedures (..Qarporated in the lists issued by the

National Health System’s federal health authority){
102



The Federal Law 12.401/11 also established theases for which there is no
clinical protocol, the provision of treatments Wbk made according to the official lists
of drugs issued by the National Health System ¢Aetil9-P). It also banned the
provision of or reimbursement for experimental tmeents and drugs not registered at
the Brazilian National Health Surveillance Agen@®NVISA) or not authorized by it

(Article 19-U).

These rules are not so different from those esfabti by the STF’s criteria,
which were confirmed by the CNJ’s recommendatitie: government should provide
treatments registered at the ANVISA and incorparatethe public health policies. The
difference is the regime proposed for the treatsewt incorporated in the public
policy and claimed for off-protocol use, which a@nstantly claimed by patients. The
CNJ and the STF give to courts the power to deicidbese cases, whereas the Federal
Law 12.401/11 does not allow this exception. ltates an administrative procedure to
be realized by a specialized administrative institu responsible for assessing new
technologies. Thus, non-incorporated treatmentxrding to this Law, should be dealt

with by the public health system rather than byrtou

Health technology assessment

Besides restricting the array of treatments that lbea demanded from the
health system, the Federal Law 12.401/11 also ksiteld that “the incorporation,
exclusion or alteration of new drugs, products mcpdures, by the National Health
System, as well as the creation or alteration daficdl protocols or therapeutic
guidelines, are under the responsibility of the istny of Health, assisted by the

National Council for Incorporation of Technologieshe National Health System”.
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Thus, the law created a new institution responsiiole assessing health
technologies in order to assist the Ministry of kea deciding about their provision in
the public health system and the creation of dihiprotocols and therapeutic
guidelines: the National Council for Incorporatiof Technologies in the National
Health System (CONITEC). It also established thed incorporation, exclusion or
alteration of treatments has to be made througladcmministrative procedure open to
public participation by means of public audienced public consultancy. The decision
has to be made within 180 days starting from thginmng of the administrative
process, and extended by a further 90 days, ifssacg. The treatments’ assessment is
based on the scientific evidence regarding themeat's effectiveness, accuracy and
safety. Economic analysis will also be taken indasideration. Assessed drugs will be

compared with those already incorporated in terfrtosts and benefits (Art. 19-Q).

Apart from these criteria, the Presidential Decf&46/2011 also added that the
impact of the incorporation of the treatment ongheélic health system should be taken
into consideration. This decree regulated the fonetg of CONITEC and established
that it is under the structure of the Ministry ofedth and is composed of
representatives from many health related publititut®ons and civil society, but with
most of the members being affiliated to the Minigif Health. This Decree also added
that the CONITEC's reports will be forwarded to tkénistry of Health Secretary for

Science and Technology for the final decision airtimcorporation.

Thus, after the CONITEC’s scientific and economissessment of the
technology, the final decision falls to be made thg Ministry of Health. If the

Secretary for Science and Technology decides trjiocate the assessed drug or create
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a clinical protocol and therapeutic guideline,asho be made available in the National

Health System within 180 days (Article 25).

This new system for health technology assessmesthaaed on Arns’ Bill.
However, there are some differences that make theamtention of the Federal Law
12.401/11 to give the power to decide on the promisf healthcare back into the hands
of health authorities rather than courts, as hahlseiggested in the draft bill. Before
the final version of the Federal Law 12.401/11 vegproved, the President of the
Republic vetoed the article which stated that & theadline for the conclusion of a
technology’s assessment was reached, and no dedmsid been issued, then the
technology should have to be available in the puldialth system until the decision be
eventually published by the Ministry of Health Sgary for Science and Technology
(Art. 19-R, 82). She also vetoed the Art. 19-S,chl8ays: “The economic impact of the
incorporation of a drug, product or procedure ® likts of the National Health System
is not a reason to deny its incorporation or taifysts exclusion from the lists, except
when disease or ailment against which the produetmed at is fully and explicitly

encompassed by clinical protocols and therapeuiiteines”.

The justifications given by the President of thep&dic for both vetoes are
very similar. The President asserted the importaatescientific and economic
assessment of a health technology before any dacisn its provision is made.
Providing non-assessed treatments “can bring reskpatients’ health and is an
inadequate way to allocate public resources”. Likewnot being able to consider the
economic impact of a treatment to decide on therparation of a treatment “would
impair the public health system from negotiatindueed prices with suppliers in order
to optimize and rationalize the allocation of pabitinds”.
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Taming health care litigation

Differently from the criteria established by thepBeme Federal Court and the
recommendations of the National Council of Justites Federal Law 12.401/2011
establishes a different regulation for the treatimerot incorporated in public health
policies. According to the Supreme Federal Coud #re National Council of Justice,
the last word on the provision of non-incorporatkdgs should be given by courts,
who, if convinced that the patient needs the treatmcan order their provision by the

public health system.

Conversely, as we have seen, the Federal Law 1/2.38@bes not permit such
an exception. It opts, instead, for creating a #igemstitutional and administrative
process through which decisions about the incotmoraf new technologies is to be
made. The institution and the procedure were adeatecording to Arns’ Bill, because
the former system for health technology assessmaatcontrolled exclusively by the
Ministry of Health and without a formal adminisixest process, which means without
deadlines for the conclusion of the analyses, with obligation to promote open
hearings and public consultancy, and with no rightadministrative appeal against
decisions. It was also envisaged as a way to bmoge plurality to the system by
including representatives of civil society, praotiers, states and municipalities in the
discussion about the incorporation of new techriel@ the public health system. The
reform was thus intended to accelerate the incatjwor of new technologies and make
it more open for participation and control from e@thstakeholders apart from the

Ministry of Health.

106



According to the first Director of CONITEC, Claridgetramale, the pressure
for the incorporation of new health technologiesnes from many groups in society,
including patients, pharmaceutical industries amdciitioners, but she has been
especially concerned with the demands via courtause they force the provision of
drugs assuming “the right to health as an individagher than a collective right”
(Petramale, 2011). According to her, there is armomopinion among judges and civil
society that if a high cost drug is not providdds ibecause the “public health system is
badly managed or because the public policy does falfii the constitutional
requirements”. Within this context “it is necessaoyreview the public policies for
health technology assessment”, for instance, byeasing the number of clinical
protocols and updating them more frequently and ingakthe procedure for
incorporation of new technologies more transpaaguolt participative (Petramale, 2011).
She also affirmed that the Federal Law 12.401/2044 a consequence of the debates
that took place in the public hearing on this topiganized by the Supreme Federal

Court in 2009.

Thus, considering the history of the Federal Law4@2/2011 and the analysis
of its first director, it is possible to affirm thahe government is working on the
assumption that a better process for health teolgred assessment is conducive to
promote a more deferential attitude from courts, amhsequently, control health care
litigation and reduce its impact on the public tieadolicies. This conclusion can be
also inferred from the General Solicitor of the &imis (AGU), the institution
responsible for the legal representation of theef@dgovernment, new strategy for

responding to these lawsuits
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After the enactment of the Federal Law 12.401/b&, AGU issued several
Legal Advices Parecere} (in spite of being called “advices”, they bind #he
members of the General Solicitor of the Union) tkia¢ institution and procedure
created by the Federal Law 12.401/11 should be ioreedt and explained to courts in

health care litigation cases so as to defend ratjotecisions against judicial review.

The Legal Advice 810/2012 affirms that judicial iofg for drugs are mostly
based only on a medical prescription and hence att@neys that represent the
government (i.e., member of the AGU) should, amatper things, take into
consideration if the assessed drug was alreadysseseby CONITEC in order to

respond properly to the lawsuit.

The benefits of mentioning CONITEC in the legalpdites is stated in the
Legal Advice 803/2012, which affirms that, in respe to the increase in the number of
lawsuits claiming treatments against the publiclthegystem, it is important for its
members to demonstrate that the National Healthe8ys pharmaceutical policy is
based on stringent scientific criteria, making refee to the procedure created by the
Federal Law 12.401/11, which takes into consideratihe scientific consensus based
on scientific investigation, methodologically stgent and free from economic interests

and subjectivisms”.

The same idea was also expressed in Legal Advie&802, which affirms
that, given the procedure created by the Fedemnal 122401/11, “it can be legitimately
assumed that when a treatment is included in &aliprotocol it is safe, effective, has
the best cost-effectiveness for the public healggtesn and, hence, should have
preference in relation to other treatments (...)"eTlegal Advice concludes by saying

that the public attorneys, when defending the pub&alth system against claims for
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drugs not incorporated in the public health po¢cghould provide convincing scientific
evidence in order to prevent courts from orderitng tprovision of drugs the

effectiveness of which was not robustly proved.

The idea that the Law 12.401/11 brings new elemigatisshould be taken into
consideration by courts when judging health cdrgaliion cases was expressed in the
Legal Advice 804/2012. According to the this docuinghe Federal Law 12.401/11
overcame any doubt about “the legitimacy of thénmézal criteria chosen by the public
health system (...) to guarantee that the treatmafegsed by the public health system
are safe, effective and, at the same time ratibeadind optimize the allocation of
financial resources”. The same document also stggeslifferent role for courts in
health care litigation cases: judicial review shblé used to order the assessment of the
claimed drug (start a new procedure according & Fkderal Law 12.401/11) and
control the legality and reasonableness of the adtnative decision to incorporate (or

not) the claimed treatment.

Finally, the Legal Advice 804/2012 clearly statbattsince stakeholders can
initiate an administrative procedure, and this pthoe has to be concluded under
certain time constraints, there is no reason farrtsoreviewing rationing decisions.
Thus the Federal Government, through its legalesgrtative, is expecting that courts
should control the procedure of the administratideeision, rather than making the
decision in the place of health authorities. As wit see in the next chapter, this is

what English courts normally do when judging thisdkof case.

According to these Legal Advices issued by the A@Bi¢, government made
clear its intention to use CONITEC and the new ausiriative procedure to convince

courts to be more deferential to rationing decisidhis expected that a more legitimate
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administrative procedure — more transparent, ppaiive, accountable and
scientifically sophisticated — will force a morefeiential attitude from courts. In sum, a
rationing scheme along the lines of what was sugdelBy Daniels & Sabin idea of
“accountability for reasonableness” has emergeBrazil as the right response to the
increase in health care litigation, although itkeeiveness is not guaranteed since it
depends on courts accepting the legitimacy of & health technology assessment

system (see Chapter 7).

As seen in the Introduction, part of the literattirat defends implicit rationing
affirms that one of the reasons why rationing stiaubt be made explicit is fear of
litigation, given that explicitness would “open tleor to attack” from dissatisfied
patients and their lawyers. On the other handgthes those who affirm that courts will
be less likely to substitute their own decisionswhprovision of new technologies if
they see health authorities using “robust, carefaliberative procedures and [basing]
their conclusions on reasonable arguments thatahppehe evidence produced in the

evaluations” (Daniels & Sabin, 2008, p.50).

Considering that in Brazil, where rationing was @remnade so explicit as it is
now with the enactment of Federal Law 12.401/1#&, dbor is already wide open to
attack from litigants claiming health care, a mewlicit rationing scheme presents
itself as a sensible response and as a way offoramag a pattern of litigation that is
making the health care litigation less fair intcedhat can promote accountability for

reasonableness.

3.3. Conclusion of the chapter
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In this chapter, | analyzed three responses ainteidckling the problems
caused by the health care litigation in Brazil. Bhwgreme Federal Court (STF) and the
National Council of Justice (CNJ) recognized thedlth authorities, rather than courts,
are the primary decision-makers on the provisioheadlth care. The STF and the CNJ
are not unaware of the problems of legitimacy amstitutional capacity that can be
raised when courts do what they are currently dethgn reviewing health authorities’

decisions on the allocation of health care res®urce

Nevertheless, they state that courts should haeeptwer to review the
rationing decision and order the provision of atmngent if the patient alleged needs are
not fulfilled by what is regularly offered by theilplic health system. Thus the STF and
the CNJ insist on interpreting the right to heashthe trump of the individual to access
health care, in spite of the policy consideratitireg have to be observed when it comes
to managing a public health system. There is a mismbetween the idea that, for
reasons of legitimacy and institutional capacityme decisions are better made by
health authorities and therefore should be resgeotgth them being eventually
nevertheless given to courts to review rationingigiens whenever the treatment is

proven necessary to the patient.

The STF tried to bypass this inconsistency by lzpgscriteria on the public
hearing organized to discuss the topic with spests&ahnd stakeholders in order to bring
legitimacy, information and expertise to the codiie CNJ, in its turn, put forward
recommendations to increase courts’ institutiorsgdacity by training judges to deal
with claims for health care and by making doctard pharmacists available to advise
them on these cases. The idea is that if courts wanontrol public policies, which
encompass factual, polycentric and morally comjdexes, they have to go beyond the
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limits imposed by the traditional adjudicative mbdad incorporate elements that are

normally seen in the administrative and legislativena.

As Horowitz (1982, p.141) observed, “[l]nstitutioims competition with each
other tend to resemble each other. Each assumesanacteristics of the other in order
to minimize competitive disadvantages”. Thus, ifute want to review rationing
decisions, they may try to somehow emulate thel ideaditions for making a good
administrative or political decision on this sulljeAs courts try to control health
authorities' substantial decisions, they tend tbe more like health authorities. This
is perceived as a way to make sure that the haattiorities do a good job and, if they

don't, to substitute judicial rulings for their dsions.

But why should courts be concerned with buildingtitational capacity and
legitimacy to make substantial decisions on thevigion of health care when there is an
administrative procedure and institution created atructured specifically to make
these decisions? If the administrative procedurgorsd (transparent, accountable and
based on fair principles), then why replicate itenthe auspices of courts? As already
discussed, it would be naive to expect that comdke a procedure to decide on the
provision of health care that is better than the that can be made at the administrative
level. If the health authorities’ procedure is aifiee (wrong factual assessment, limited
access to stakeholders, lack of due appraisal lofeddvant information, lack of
transparency or discriminatory treatment) and leadsa wrong, irrational or
unreasonable decision, then it would be betteromfirts controlled the procedure,
occasionally ordering the decision to be remadeoiild be unnecessarily costly and

practically unfeasible to try to create a procedarehealth technology assessment in
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the judicial level to judge the cases, ignoring enor less entirely what was decided by

health authorities in the administrative level (Segtion 6.1.3).

To conclude, the proposals from the judicial bradomot take the problem of
rationing seriously and as a result expect coorfserform administrative and political
tasks that can be better accomplished by instiigtigith administrative expertise and a
politically accountable and representative proceSenversely, the Federal Law
12.401/11 opens up a new possibility for dealinthviiealth care litigation in a more

explicit and, ergo, fairer way.

The Federal Law 12.401/11 creates the conditiomsafanore deferential
attitude from courts. If judicial intervention i®talways appropriate in every case and
every context, then courts have to ask themselVvether they “have enough expertise,
competence and/or legitimacy to interfere with thégision” (Kavanagh, 2010, p.250,
see, also, Kavanagh 2009, part Il). Thus, the tyuafi the public authorities’ inquiry
into the specific case should be taken into accbyntourts and, if persuasive reasons
can be formulated, should deserve judicial resfeas Kavanagh, 2010, p.248; Allan,

2011, p.98).

If Brazilian courts accept the argument that a meggtimate procedure by
health authorities justifies deference and judicesdtraint, this would transform their
current “usurpation” approach into a more interragglione, in which courts demand
that political and administrative decisions on bealare rationing be made in a fair
way, i.e., through a procedure that is open, trarey, participative and based on
evidence, reasons and principles that are accepyedair-minded people. This

intermediary approach is the one | advocate foClapter 6 as the most suitable for
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courts when adjudicating social rights, and is dls®one that is found in the English

case-study, as will be seen in the next two chapter
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4. Health Care Litigation in England: from “Wednesburyinreasonableness” to

“accountability for reasonableness”

In this chapter | analyse health care litigatiorfEirglish court®. As mentioned
in the Introduction,n contrast to Brazil, where an enormous numberaskes make
quantitative analysis necessary, in the Engliste,cise analysis is qualitative and

focused on the reasoning underpinning the decigdlmatsare considered.

English courts case-law in health care litigatiomoleed from a deferential
attitude towards health authorities’ discretionaovery strict appraisal of rationing
decisions in the public health system and can paragd into two stages. In the first
stage of health care litigation case-law, courtsipty applied the “Wednesbury
unreasonableness” test to the policies” generatiptes, i.e., without scrutinizing their
application in concrete circumstances. Hence aditnative decisions rationing
healthcare should only be judicially reviewed ieyhwere irrational in the sense of
being absurd, i.e., a decision no rational mind ldi/dind acceptable. The first stage
goes from the casgdincks® through toChild B*”. The caseChild B*® can be considered
a turning point towards the second stage becawsdetision of the High Court in this

case inaugurated a new approach to health cayatidn in England.

Subsequently, in the second stage, afteild B*®, the approach changed and

courts started to make health authorities “accdulatéor reasonableness” (Daniels,

% As explained in the Introduction, in this thesigill use "England" as meaning "England and Wales".
R v Secretary of State for Social Services ande®@ngarte Hinck$1980] 1 BMLR 93
"R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
® R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
%9 R v Cambridge Health Authority, ex fB95] 2 All ER 129, [1995] 1 WLR 898
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2009; Daniels & Sabin, 2008). They started to deiand scrutinize the reasons,
procedure and values grounding health authoritlesisions. Thus, according to courts,
being reasonable became more than just actingronaabsurd way, but rather deciding
through a procedure that resembled the demandscoluatability for reasonableness
that have been proposed by Norman Daniel and Gh&dbin, albeit with no explicit

reference to their theory.

After analysing the two stages, | will contextualihe evolution of health care
litigation in England within broader movements tivatre changing the legal culture and
courts’ approach to judicial review in England: timroduction of the language of

rights and the public authorities’ duty to providasons for their decisions.

4.1. First stage: “Wednesbury unreasonableness”

In the first stage, courts restrained themselves moinimal level of control of
rationing decisions and trusted that health autilesrimade the best decisions. There
was not a detailed scrutiny of the decision madeadsith authorities and courts applied
the “Wednesbury’s unreasonableness” test to thstigued policy’s general principles.
“Wednesbury’s unreasonableness” is an expressigndafial restraint (Taggart, 2003,
p.322) and means the court would only review thdesgsions that are so absurd that no
reasonable person addressing herself to the guoestimld have come to the same
conclusion (Newdick, 2004). In other words, the ]éedsion has to be absurd,
outrageous in its defiance of logic or acceptedahnstandards that no sensible person
who had applied his mind to the question to be disticould have arrived at it”

(Newdick, 2004). Under this test a public body lscpd under no obligation to explain
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the decision reached unless the applicant for jaidreview can make a case for its

irrationality (Syrett, 2007, p.166).

The reasoning under such a legal regime was stfarglard and decisions
usually covered only a few pages: resources aneecao rationing has to be made;
health authorities are the most capable to dooitcaurts have no reasons to review
health authorities” decisions unless they were nrad® absurd way. Thus, ringing the
toll of scarcity and rationing in a way that is mttsurd was sufficient for courts to defer
to health authorities’ decisions. Given courtstsettraining interpretation of their role
in reviewing rationing decisions and the difficultyshowing that a decision is absurd,
it is not surprising that during this first stage claimant won her case against health

authorities.

The first stage in the English case law is compdsgdhe following cases
decided by the High Court and the Court of Appétihcks®, Walker®, Collier’> and
Sealé®. Two other cases, although not directly relatechéalthcare rationing, bring
important insights regarding courts’ interpretatiohtheir own restraint capacity to

decide on patients’ access to health citiepr J-A"* andMinor J-B’.

In the caseHincks®, the applicants lodged a lawsuit claiming that liealth
services in the area where they live were insu@#fitibecause the plans approved for
providing orthopaedic services at a hospital weseaarried out for lack of resources.

The applicants alleged that this is the reason thley had been on a waiting list for

R v Secretary of State for Social Services ande®nsarte Hinck$1980] 1 BMLR 93
"R v Central Birmingham Health Authority, ex partalkér [1988] 3 BMLR 32
2R vCentral Birmingham Health Authoritgx parte Collief1988], 151
3R v Sheffield Health Authority ex parte Sga@94] 25 BMLR 1
" Re J (a minor) (wardship: medical treatmefit991] Fam. 303
> Re J (a minor) (wardship: medical treatmefit992] 4 All ER 614
® R v Secretary of State for Social Services ande®ngarte Hinck$1980] 1 BMLR 93
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orthopaedic surgery for years. They sought a dstoten in Court that the Secretary of
State was in breach of his duty under the Sect{@) & the National Health Service
Act — 1977 to provide comprehensive healthcare. phadents claimed that the
Secretary of State’s duty under the NHS Act isifpéand imperative”. The Secretary of
State affirmed that the need for improving thelfaes in the area where the claimants
lived was undeniable. However, they could not daminediately since they had to
consider the needs of other areas in the regiorttatgriorities needed therefore to be

set.

The High Court accepted the health authoritiesurment that resources are
limited and the health system has to do “the bestn with the total allocation of
financial resources”. And because resources aneesc&ection 3(1) of the National
Health Service Act cannot impose an absolute dotprovide all sorts of services.
Moreover, the Court judged that it is impossiblédous upon one particular department
of one particular hospital and pinpoint any brea€lstatutory duty on the part of the
Secretary of State because the conditions therarea&tisfactory. The responsibility is

much wider and the services have to be providd@ thospitals in that particular area.

The Court of Appeal agreed with the High Court’sid®n and dismissed the
appeal, confirming that Section 3(1) of the NHS Aoes not impose an absolute duty.
According to the decision, the lack of financiadwarces is at the root of the problem in
this case and, given that resources are scarceSebeetary of State is not under
obligation to meet all demands for hospital fa@tand treatments. The health system
has to do the best it can with the total allocatdrfinancial resources and cannot be
expected to provide all the latest equipment, nmreed)i pills or organ transplants in
every case where people would benefit from thene dhcision shows clearly that
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health authorities were highly trusted by the Calitthe Secretary of State says that he
is doing the best he can with the financial resesi@vailable to him: and | do not think
that he can be faulted in the matter” (Lord DennikidR, 1 BMLR 93, p.96).
Furthermore, the Court of Appeal made a broadéersient about the use of courts as a

means of challenging health authorities” ratiordegisions:

They (claimants) share the misfortune with thousanpl
and down the country. | only hope that they haviebeen
encouraged to think that these proceedings offarey
real prospects that this court could enhance thedsrds

of the National Health Service, because any such
encouragement would be based upon manifest illusion
(Bridge LJ, 1 BMLR 93, p.97).

In the casewWalker’, a premature child needed a heart operation that was
postponed in favour of more urgent cases, givematage of nurses and beds in
intensive care units after the operation. Her motbeught a mandamus for the
operation to be carried out and a declarationttietecision not to operate on her child

was unlawful.

The High Court affirmed that the jurisdiction tdenvene existed but had to be
used with extreme caution. According to the Courthis case there was no illegality,
procedural defect or any unreasonableness becgiv&® resources constraints, the
surgery for the litigant’s child was postponed avdur of more urgent cases. It was
affirmed that “the fact that the decision is unfimite, disturbing and in human terms
distressing, simply cannot lead to a conclusion the court should interfere in a case

of this kind” (McPherson J, 3 BMLR 32, p.34). Theud reaffirmed the opinion that

"R v Central Birmingham Health Authority, ex partalkér[1988] 3 BMLR 32
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courts are not in position to review rationing ¢emns and thus judicial review should

not be used to challenge health authorities’ ctsice

This court can no more investigate that on thesfa€this
case than it could do so in any other case wheee th
balance of available money and its distribution asd are
concerned. Those, of course, are questions whiehofar
enormous public interest and concern — but they are
guestions to be raised, answered and dealt wigidauthe
court ... I am wholly convinced that this decisiontbé
health authority is not justiciable ... it is not atter in
which courts should intervene. ... The court woddtd a
great disservice to those who have to work in cliftiand
straitened circumstances... | deprecate any suggetiad
patients should be encouraged to think that thetdms a
role in a case of this kind (McPherson J, 3 BMLR 32
p.35).

By the same token, the Court of Appeal affirmed thealth authorities are
amenable to judicial review in circumstances inchhihere are reasons to believe that
the authority is in breach of duties laid on himguplic law and not because resources
were not allocated in the way in which others waidk they should be allocated. The
Court recognized that no matter the level of fugdiresources are finite. Hence it was
not for any court to substitute its own judgemennt the judgement of those who are
responsible for the allocation of resources, ungegs allocation was unreasonable or
involved a breach of a public law duty. The CourtAppeal also added that a more
activist role for courts in this kind of cases abwindermine the capacity of health

authorities to run the NHS properly:

If the Court is prepared to grant leave in all vere most
cases where patients are, from their point of vieery
reasonably disturbed at what is going on, we should
ourselves be using up National Health Servicesuress

by requiring the authority to stop doing the wook Wwhich
they were appointed and to meet the complainthei t
patients (Sir John Donaldson MR, 3 BMLR 32).
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In the caseCollier’®, the applicant sought an order of certiorari ondamus
against the health authority’s decision not to eamtchn operation and provide proper
medical care for his baby, who had a missing hegalte and required an urgent
operation. The baby had had two operations buptbblem was not solved and a third
attempt was required. Even though the child wathattop of the waiting list, the
surgery was cancelled three times due to shorthgeemsive care beds and intensive
care nurses required for post-surgery treatmens dlaim was also based on section 3
of the National Health Service Act 1977 which atsséhat the Secretary of State is
under a general duty to promote a comprehensivesmwvice and to provide, or secure,
the effective provision of services. The claimargugd that there was a breach of a

public law duty or a failure to provide treatmemtaiccordance with the statute.

The Court of Apped! dismissed the application and used the tsatkef® as

a precedent, stating that the Court is not in posito judge how health authorities
allocate scarce resources. There is a lack ofcseifi resources to enable every bed to
be in use at the hospital, but there is no suggestiat the hospital authority behaved in
bad faith. Concerning the claimant’s suggestiort thare resources should be made
available to enable hospital authorities to ensuaéthe treatment is immediately given,
the Court affirmed that “this is not a forum in whia court can properly express
opinions upon the way in which national resources allocated or distributed”
(Stephen Brown LJ). Furthermore, the judges saadl iththere is no evidence that the

allocation of resources was unreasonable in ther\@&liry sense, then there can be no

8 R vCentral Birmingham Health Authoritgx parte Collie1988], 151

® The decision by the High Court was unreportedhoalih it was reported in the Court of Appeal’s
decision that the application was refused.
8 R v Central Birmingham Health Authority, ex partalkér[1988] 3 BMLR 32
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arguable case and courts should not intervenehigndecision, the Court of Appeal,
again, explicitly rejected the idea that litigatioould be a forum where reasons and
justification for the allocation of scarce resowdey health authorities should be

demanded:

[T]his court and the High Court have no role of gexh
investigators of social policy and of allocationre§ources
(Ralph Gibson LJ).

The Court also affirmed that it would be good ifalle authorities provided
reasons and justification for the allocation ofrsearesources, but this should not be
enforced by Courts. In opposition to the predominsition in the second stage of the
English case-law (which will be analysed in thetraection), the Court of Appeal made
clear that it would not be the role of courts tonded and scrutinise the reasons for the

choices made by health authorities:

They may be very good reasons why the resourcdssn
case do not allow all the beds in the hospitalaabed at
this particular time. We have no evidence of traatd

indeed, as the Master of the Rolls has said,nbtdor this

court, or any court, to substitute its own judgmiemtthe

judgment of those who are responsible for the atioa

of resources (Stephen Brown LJ).

If 1 were the father of this child, | think thatnlould want
to be given answers about the supply to, and uskids
by this health authority. No doubt the health atithio
would welcome the opportunity to deal with such terat
so that they could explain what they are doing ahat
their problems are. But this court and the High i€bave
no role of general investigators of social poliaydaof
allocation of resources (Ralph Gibson LJ).
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In the cas&Seal&, the applicant sought National Health Service fugdir in
vitro fertilisation. The funding was denied becasbe was 37 years old and the local
health authority affirmed that, due to competingltiepriorities and limited resources,
they decided only to provide the treatment for warbetween 25 and 35 years old. The
reason provided was that the treatment is gendesly effective for women aged over
35 years. The claimant argued that the denial oflihg was illegal because the
Secretary of State had not made any restrictidhé¢access of the treatment which had
been based on age and thus the local health aytlvold not do so. Secondly, the
decision was said to be irrational because it wats based on sustainable clinical
approach, given that the age threshold is sciealiji controversial and there are
experts who affirm that there is chance of sucagsdo the age of 42. Moreover,
establishing the age of 35 as a blanket cut-offipptakes no account of individual

circumstances.

The High Court refused the application. It judgedttthe fact that a service is
provided does not mean that it has to be provideghy individual patient for whom it
may work, regardless of financial and other comstsaupon the authority. The Court
also affirmed that it cannot analyse the rightn@ssvrongness of competing medical
views on the effective cut-off age for the utildf/the treatment. On the argument about
the need for considering each case individuallg, Hiigh Court affirmed that “there is
no doubt good sense in such a submission” (Auld3JBMLR 1, p.4), however it is not
Wednesbury unreasonable for an authority to loothatmatter in the context of the
financial resources available to it to provide tifgatment. Thus, it cannot be considered

absurd for an authority to take into account therefesing efficacy of the treatment after

81 R v Sheffield Health Authority ex parte Sqa294] 25 BMLR 1
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a certain age and take that as an appropriateiontdt is noteworthy that the Court

judged lawful that health authorities did not caesithe individual circumstances of the
patient. This will be one of the main reasons taligial review during the second stage
of the English case-law, as will be discussed értbxt section.

In sum, Hinck®, Walkef®, Collier®* and Sealé® represent an approach to
health care litigation that had been prevalentnglih courts for 15 years. It was based
on the judges’ trust that health authorities wesdgrming their duties properly; on the
twin assumptions that, firstly, courts are not fiblm to call into question the reasons
for health authorities’ decisions and, secondlwt thealth authorities do not have the
duty to consider individual needs and exceptioriedumstances against a general
policy.

Two more cases decided in this period, althoughdivettly related to claims
for health care or dispute about health care ratgyrdeserve to be mentioned because
there are excerpts in which the Court of Appeal ifieated its opinion concerning the
role of courts in allocating scarce resourdésior J-A%® andMinor J-B*. In both cases
the Court of Appeal judged whether it would be legat to provide life prolonging
intensive therapeutic measures to a severely happéd baby with short life
expectancy should she suffer a life threateningiesge conversely, whether there is in
fact a duty for doctors to do everything possiliekeep these patients alive in this

circumstance.

8 R v Secretary of State for Social Services ande®@nsarte Hinck$1980] 1 BMLR 93
8 R v Central Birmingham Health Authority, ex parte Walker [1988] 3 BMLR 32
8 R vCentral Birmingham Health Authoritgx parte Collie1988], 151
% R v Sheffield Health Authority ex parte S§a@94] 25 BMLR 1
8 Re J (a minor) (wardship: medical treatmefit91] Fam. 303
8" Re J (a minor) (wardship: medical treatmefit$92] 4 All ER 614
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In both decisions the Court of Appeal rejecteditlea that there was a duty to
keep the baby alive. The decisions were mainly dase the fact that the children
would suffer more if they had their lives prolongaad doctors are in the best position
to judge what is best for the patient. Howeverreheere comments regarding the
allocation of scarce resources which reinforced ap@ion that courts should not

influence the way resources are allocated.
In Minor J-A%8 the Court stated that

[iln an imperfect world, resources will always bmited
and on occasion agonising choices will have to hdarn
allocating those resources to particular patieftsis
outwith the scope of this judgment to give any gnicke as

to the considerations which should determine such a
allocation (Lord Donaldson MR, 33 Fam., p.42).

Minor J-B was an appeal against a High Court decision ardedoctors to
prolong the patient’s life. The Court of Appeal satered this decision erroneous
“because it did not take into account of whethex ttealth authority would have
sufficient resources to treat the patient” (LordnBllison MR, 4 All ER, p.616). If, for
lack of human or material resources, it may notagkvbe possible to treat all patients,
then health authorities have the duty to make @woibMoreover, the Master of the Rolls

stated that

[tlhe court when considering what course to adapt i
relation to a particular child has no knowledge of
competing claims to a health authority’s resouraes is
in no position to express any view as to how isti@lect
to deploy them (Lord Donaldson MR , 4 All ER, p.§24

% Re J (a minor) (wardship: medical treatmefitY91] Fam. 303
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A similar opinion was presented by Balcombe LJ, vgaal that it would be
undesirable that a court make an order to compekeor or a health authority “to make
available to a particular child, without knowing @ther or not there are other patients
to whom those resources might more advantageowsigeloted”. Thus, if the court
requires the provision of intensive therapeuticecar a certain patient, they would
possibly be denying the benefit of these limitesoteces to another child who would

more likely benefit from it.

Finally, to the Child B®® case. As already suggested this represented an
important turning point. In this case, a child suéfd from non-Hodgkins lymphoma and
myeloid leukaemia. She was given two courses omctiieerapy, one course of total
body irradiation and bone marrow transplant. Acoagdo the doctors who had taken
care of the child, no further treatment could befuiéy administered and the child had
only a short life expectancy. Her father did nategqt this diagnosis and found an expert
in the United States who affirmed that another sewf chemotherapy should be tried
in order to achieve a complete remission of thecearand hence make a second
transplant possible. The diagnosis made by the Aaeispecialist was not accepted by
the child’s doctors on the basis that the treatmmemild cause too much suffering for
the child and that the new treatment's chancesuotess were too low. Moreover,
because the treatment had an experimental nater&dpartment of Health decided not

to fund it.

The decision not to provide the treatment was qedly the High Court for

being “Wednesbury unreasonable”. The Court consiti¢hat (1) the health authority

8 R v Cambridge Health Authority, ex fB95] 2 All ER 129, [1995] 1 WLR 898
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failed to have regard for the wishes of the pati€Bj the treatment should not be
considered experimental given the estimates of emssc@resented by the American
practitioners; (3) even though the prospects otase were small, the patient should
enjoy a “worthwhile chance of life”; (4) the codtthe treatment was overestimated by
health authorities; (5) the argument concerningléic& of resources consisted only of
“grave and well-rounded generalities”; (6) when life of a child is in risk, then health

authorities “must do more than toll the bell ofhtigesources” and “must explain the
priorities that have led them to decline to fund treatment” (Laws J, 25 BMLR 5, p.

10-18).

Mr Justice Laws based his decision on sectiontB@National Health Service
Act 1977 and on the “fundamental right to life”. &'hight to life was based on the
European Convention of Human Rights (ECHR), whiloi be “vindicated as sharing
with other principles the substance of the Engtismmon law” and that even though
the ECHR was not (then) a statutory text, it mayapplied by judges as a “persuasive
legal authority to resolve outstanding uncertasiie the common law” (Laws J, 25
BMLR 5, p. 14). According to the High Court, evemotgh the law gives a public
authority discretion, it is not to be permittedprpetrate infringement to rights unless it
can show a substantial objective justification amlj interest grounds. Thus, health

authorities have the burden to prove the reasonabgeof their decisions.

The innovations in this decision by the High Catahnot be underestimated.
Even though still applying the language of “Wednggbunreasonableness”, the case
was analysed in a way that earlier English couats$ éxplicitly affirmed they would not
do. Firstly, it called into question the PCT’s nealiscientific appraisal of the
treatment; secondly, it transferred the burdenrobpto health authorities, who were
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expected to provide reasons for choosing not teigeothe drug; thirdly, it considered
that the mere fact that resources are scarce antlit& must run the system for an
entire population, does not give to health autlewiticarte blancheto ration health
care; fourthly, it affirmed that the patient’s imatlual circumstances should be taken
into consideration; and lastly, it established thila¢ health authorities’ level of

discretion was narrowed given the important rigatt tvas being jeopardized.

The health authority appealed and the appeal wawed by the Court of
Appeal. The Court of Appeal reaffirmed the selftraist approach that had prevailed
until then. It declared that the Court is not abibf the merits of cases but is strictly
confined to ruling upon the lawfulness of decisiofiscording to the Court of Appeal,
no real evidence was needed to satisfy the coait b health authority is in the
position to purchase everything which in the indexd patient it would wish to do. The

decision of the Court affirmed:

[i]t would be totally unrealistic to require thetharity to
come to the court with its accounts and seek to
demonstrate that if this treatment were providedfthen
there would be a patient C, who would have to gt
treatment. No major authority could run its finaaici
affairs in a way which would permit such a demaatsin

(Sir Thomas Bingham, MR, 2 FCR 485, p. 495)

According to the decision, courts cannot shut tlegies to the real world in
which health authorities are constantly pressedanéke ends meet and are legally
charged with making difficult and agonizing decisolt cannot be expected that courts
scrutinize and review the decisions made by healthorities unless they had acted in a

way that exceeded their powers or unreasonablyarsénse of being absurd:

They [health authorities] cannot pay their nursesraich
as they would like, they cannot provide all theatneents
they would like; they cannot purchase all the areky
expensive medical equipment they would like; thaynot
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carry out all the research they would like; theyroat
build all the hospitals and specialists units theyld like.
Difficult and agonizing judgements have to be maddo
how a limited budget is best allocated to the maxm
advantage of the maximum number of patients. Thisot

a judgement which court can make. In my judgemen,
not something that a health authority can be fairly
criticized for not advancing before the court (8lromas
Bingham, MR, 2 FCR 485, p. 494).

Child B* was not only the first case in which a court — ttigh Court —
quashed an administrative decision not to proviteament, but as things have turned
out subsequently it has inaugurated a new apprtwadeciding cases regarding health
care rationing. Even though the legal reasoninigwher cases prevailed in the Court of
Appeal, this was the first case in which there tvasse” in the judicial interpretation of
the role of courts in scrutinizing healthcare naitny decisions. What is more, the
reasoning of the decision quashed by the Court mbedal — the demand for better
evaluation of the facts, transparency of reasoming consideration of the patient’s
individual circumstances — went on to become pentah health care litigation cases in
English courts. Thus it can be considered @hild B* was a turning point in the
English case law on health care litigation. ThefH@Zpurt decision was reviewed in this

case, but its reasoning has been echoing in tleelaasever since.

4.2. Second stage: “accountability for reasonabksie
During what | call the second stage of health diéigation in England, courts

started demanding satisfactory reasons for thesibea under review (see, also, Palmer,

R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
' R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
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2007, p.209; Syrett, 2007). Principles and proceslfior a policy had to be justified, as
well as the application of the policy to individuzdses (Newdick, 2004, p.107). The
assumption that health authorities are the mostaldapto make decisions on the
allocation of resources was not challenged. Howdlierassumption that they are doing
their work properly, unless proven that their decisis absurd (Wednesbury
unreasonable), and that their choices cannot hdirsized by courts were no longer
prevalent among judges. Courts started to maketthealthorities accountable for
reasonableness, which relies on a transparentiat procedure and “insists on being
explicit about the grounds for decisions once thgreeinds have been deliberated about
in the context of a specific case” (Daniels, 208935).

Hence the burden of proof has switched from patiémthealth authorities. In
the first stage, there was the assumption thattheaithorities did the right thing and
the patient had the burden to show that the detisias absurd. Conversely, in the
second stage, the health authorities” argumentsésaurces are scarce and that they
are the most capable to set priorities were noteakufficient to convince courts not to
review rationing decisions. A very strict accourligbfor reasonableness started to be
applied by courts and health authorities startechave to prove that they acted
“synoptically”, i.e., that they did the best podsipb given the circumstances in terms
of gathering facts, evaluating alternatives andcadting the values that led to the
decision (on the concept of “synopticism” see Shgdi992).

| will divide the cases in the second stage into groups: before and after the
creation of the National Institute for Health anar€ Excellence (NICE). The reason for
this separation will be made clearer in the nexptér, where | analyse the connection

between health care litigation and the creationfandtioning of NICE.
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4.2.1 Pre-NICE decisions

The cases decided in what | called “the seconcestagt before the creation of
NICE are:Fisher?, Coughlafi®; A and Other¥"; andPfizer” judged by the High Court.
The decisions in these cases draw heavily on theoreng advanced by the High
Court’s decision irChild B® and in each case the outcome was the quashingaithh

authorities’ decisions.

In Fisher’’, the claimant suffered from relapsing remittingliiple sclerosis
and was prescribed Beta-Interferon. However thamheist blocked the prescription
and referred the matter to the Neuro-Sciences clifdirectorate to determine whether
the drug should be provided given the funds alledaDue to insufficiency of funds
(the health authority argued that their expenseas akeady surpassing their funds), the
provision was denied. Health authorities also adghat they were not convinced about
the effectiveness of beta-interferon because itweasufficiently tested and believed it
was not cost-effective. They affirmed that resoltglinical-trials with Beta-Interferon

should be awaited before the provision was autbdriz

The claimant sought judicial review against thisigsien. He claimed that the
local health authority was not implementing a ppolicdered by NHS executives: it was
not making arrangements for the treatment to beiged and was creating a blanket

ban on treatment with Beta-Interferon instead. Thasm was based on the fact that the

2R v North Derbyshire Health Authority ex parte Fisfl997] 8 Med LR 327

%R v North and. East Devon Health Authority ex p&teighlan[2001] QB 213

%R v North West Lancashire Health Authority, ex gatand Other§1999] All ER (D) 911
% R v Secretary of State for Health ex parte Pfizdr [2002] EWCA Civ 1566

% R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898

R v North Derbyshire Health Authority ex parte FisfL997] 8 Med LR 327
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NHS had issued an executive letter (EL(95)97) agpkdnirchasing authorities and
providers to develop and implement local arranggmém manage the entry of beta-
interferon for multiple sclerosis into the NHS amad initiate and continue the
prescription of the drug through hospitals to pasevho are most likely to benefit from

the treatment.

The High Court accepted that the local authority mibt have to comply with
the national policy. However, it had failed to gielear and rational reasons for doing
so. It was judged that health authorities were alstiestablishing a blanket ban on
Beta-Interferon treatment, which was contrary te ttational policy of targeting the
provision of the drug to patients who were mostlijkio benefit from it. Moreover, the
Court affirmed that, in this case, the respondextt funds available but chose not to
allocate them. In conclusion, the High Court grdnte declaration that the policy
adopted by the respondent was unlawful, quashelthhaathorities’ decision not to
fund the drug and made an order of mandamus reguiespondents to formulate and
implement a policy which took full and proper acobof the national policy. Thus, in
this case, the High Court decision was based othgljact that good reasons were not
provided; (2) the non-consideration of the pat®ntidividual circumstances; and (3)

the availability of funds by health authorities.

In Coughlart®, a severely disabled patient who lived in a haspitas moved
to another health facility in 1993. She was prowhiskee would be allowed to live in the
new place for as long as she wanted. In 1998 heaithorities decided to close the

place where the patient was living and move her tedother patients to another

%R v North and. East Devon Health Authority ex p&rtaighlan[2001] QB 213
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location. Health authorities argued that overridindplic interest outweighed honouring
the promise made to the patient because the cbstmiataining the facility were too

high. It had become a “white elephant” and prowdicare for patients there was
draining resources that could be used to provide fir other disabled people or for

other services.

The High Court admitted that health authorities et priorities when
fulfilling their duty to provide nursing care, bthe decision on how to allocate the
relevant resources has to be made reasonably, Whitinot been done in this case. The
promise made to the patient created a legitimageaation and was not lawfully
weighed by the authority, who failed to conduct iadividual assessment of the
patient's needs, as well as the psychological amgkipal impact of moving her to
another place. Moreover, alternative places to Hustpatient were not identified. At
last, the consultation carried out by authoritiesliscuss the issue with the interested
parties was not procedurally fair since not enotighe was given for residents’
participation. In conclusion, the promise creatddgitimate expectation that a certain
benefit would be available, which was frustratedtbg decision to close the health
facility. According to the High Court, the promiseuld have not been enforceable if
there were an overriding public interest to justifgleparture from what was promised,

but in this case the interest was not proven.

An order of certiorari was granted and an appea daly undertaken. The
Court of Appeal judged that the consultation caroeet by authorities was procedurally
fair because interested parties had participatedgithe whole process and had enough
time to make an intelligent response to the argusnesised by health authorities for
closing the facility. Thus, the consultation wag oolawful, in spite of being open to
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criticism. However, the Court of Appeal considethbdt the overriding public interest
alleged by health authorities to justify the endaofivities in the health facility had not
been demonstrated. Thus, there were no acceptabkons to justify breaking the
promise made to the patient and frustrating théitegte expectatiofi. According to
the Court of Appeal, the Health Authority failed veeigh the conflicting interests
correctly. One excerpt in this decision illusteatihe new approach of the courts

towards the scrutiny of health authorities’ deaisio

In drawing the balance of conflicting interests twurt
will not only accept the policy change without dentut
will pay the closest attention to the assessmertentsy
the public body itself (Lord Woolf MR, All ER(D),.90).

In A and Other¥®® the health authority refused to fund gender igassent
surgery for three patients who suffered from ‘gendeentity dysphoria’
(transexualism). The patients applied for judigi@view contending that they were
seriously ill and that the decision to deny thems theatment was based on an irrational
policy. They claimed that Sections 1 and 3 of tHéSNAct — 1977 obliged the health
system to provide them the required treatment.hidedth authority justified its decision
on the basis that, according to the National HeSkfvice Act, it has an obligation to
care for all and limited financial resources foraedo give lower priority to some
medical conditions — such as sex reassignment Igurga relation to others. In 1995
the NHS adopted a policy — ‘Medical Procedures ofBéneficial Health Gain or No

Proven Benefit' — attributing low priority for publfunding of procedures that (1) are

% Even thougtCoughlanis peculiar if compared to other cases analysebisnchapter because there is a
discussion about the legal entitlement created Blegitimate expectation”, it is a good example of
courts’ willingness to scrutinize public authorgtigeasons and procedures in health care.
1% R v North West Lancashire Health Authority, ex @atand Other§1999] All ER (D) 911
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only marginally related to the promotion of heajtin according to doctors and (2) the
clinical effectiveness of which was not demonsttate research trials. These
treatments, which included gender reassignmenesyragvould not be provided ‘except

in cases of overriding clinical need'.

The High Court considered that transsexualism igllaess for which the
health authority was obliged to have regard in fthsge of the duty to promote a
comprehensive health service under Section 1 o895 NHS Act. It was judged that
the decision to deny funding for the claimants wakwful and irrational because it did
not consider relevant matters concerning what ipr@per treatment or what is
recognized as the illness involved in gender idemtysphoria. The Court quashed the

health authority’s decision and an appeal was lbdge

The Court of Appeal reaffirmed the idea that finresources oblige health
authorities to set priorities in funding differetieatments. Moreover, the precise
allocation and weighting of priorities is clearlyratter of judgment for each authority,
as long as the reasonable requirements are miiisinase, giving gender reassessment
low priority was not irrational provided that itl@alved provision in exceptional
circumstances. Despite the medical divergence abbether the patients’ cases were
exceptional, the Court decided that medical judgensea matter for the authority, not
the court. However, the Court of Appeal considetett the policy was flawed in two
important aspects: it did not consider transsegoalan illness, but as an attitude or
state of mind; and the manner of considering theepttons in individual cases actually
amounted to a blanket policy against funding tregifor the condition. The Court
judged in this case that the health authorities mttl consider the individual cases
correctly. Furthermore, the Court of Appeal affidrtbat even though health authorities
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can refuse treatment for a particular conditionldoth medical and financial reasons,
this has to be “taken in accordance with equallyt w&own principles of public law”
(Buxton LJ, 2 FCR 525, p.549), namely rationallgdx upon a proper consideration of
the facts. It was also affirmed that cases thaecaffpeople’s health will require
substantial consideration and that their ratiopalan be subject to careful scrutiny by

the court.

From the Court’s perspective, the authority haddeotonstrated that degree of
rational consideration that can reasonably be dgdewhen deciding not to fund a
procedure supported by specialists and professipilaé health authority could not
demonstrate that gender reassignment was not ermrteatment, since there are
specialists who considered the treatment effedtiv@me cases. If there is divergence,
then health authorities cannot simply determiné gharocedure has no proven clinical
benefit while giving no indication of the grounds this decision. In the decision, it

was affirmed that:

There is no evidence that the health authority lreddts
conclusion on gender reassignment after any revrew
which gender reassignment was assessed in terms of
clinical need and its cost and benefits comparedn en

the most outline way, with treatments for otherdibans
(Lord Justice Buxton, 2 FCR 525, p.550 ).

The appeal was dismissed and the Court of Appeaitter] the matter to the
health authority for reconsideration of its polijich should take into consideration

transsexualism as an illness and make provisiansxceptions on individual merits.
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In Pfizer'®, the Department of Health issued the circular 198®/advising
general practitioners not to prescribe sildenafiagra) and the NHS Trusts not to fund
it other than in exceptional circumstances. AltHodigere was no question concerning
the drug’s effectiveness, health authorities feared the provision of Viagra would

cause considerable expenditure by the NHS andtdiveds away from other priorities.

The pharmaceutical company (claimant) argued thatban on Viagra was
preventing doctors from carrying out their statytoluties to exercise their clinical
judgment and prescribe this treatment accordinghat they considered to be necessary
for a particular patient. The claimant also argubdt the circular was violating
European Law, for instance, the rule that publisitypuld be given by governments on
the criteria applied to restricting or excludingatments covered by their national health
systems (Directive 89/105/EBCPfizer argued that no reasons based on “objectide a
verifiable criteria” were given, expert opinions recommendations were not provided,

and no comparison with other treatments that wenegoprovided was made.

The High Court decided in favour of the claimanguang that the circular
impaired doctors’ clinical judgment and that thei®eary of State for health failed in
being transparent about the reasons for issuingiticalar and did not publicize the

relevant criteria for this decision.

In brief, the cases analysed in this section pteseuarts willing to challenge
health authorities’ decisions. They not only deneghdnd scrutinized the reasons on
which their policies were grounded, but also expa@cauthorities to analyse and to

consider exceptional circumstances of individudlee cases also show that health

101 R v Secretary of State for Health ex parte Pfizer [2002] EWCA Civ 1566
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authorities were not prepared to do so, and theaespurence was that they had all their

decisions eventually quashed by courts duringgérgod.

4.2.2 Post-NICE decisions

In this section | will present the cases decidadralNICE was established.
During the second stage, courts had started to nig ittt health authorities prove that
they had good reasons to make their policy choael as will be seen in the next
chapter, this forced health authorities to reorgarihe way they made their decisions.
These pre-NICE early cases contributed to credtwegcontext in which NICE was

made necessary.

In the casePfizer'®® (judged by the Court of Appeal) the health autlyorit
appealed against the High Court’s decision and eatginat the judgment on the
affordability of the product was an essentiallyificdl judgement and did not require
explanation by reference to some comparative aisalysth other products. The
restriction was not based on its clinical or cd&tetiveness but rather on the
consideration that the use of Viagra should bergiesver priority when compared to

other calls on NHS funds.

The discussion, then, was about what sort of aizalgsd explanation was
required from health authorities when they restamtess to a certain treatment. NICE,
established after the High Court ruling and befbeeappeal decision, was cited by the
Court of Appeal as one mechanism to make good sisalyecause it provided a

comprehensive and empirically based framework fbe tassessment of new

102R v Secretary of State for Health ex parte Pfizer [2002] EWCA Civ 1566
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technologies. The Court of Appeal, neverthelesssiciered that cost-effectiveness is
not the same as affordability. Affordability is atter of political choice since there is
no comprehensive ranking of NHS priorities basedetinical and rational values. It
would be inappropriate that each decision applyirgcriteria should be subject to the
detailed scrutiny and exposition of the merits ambnomics of particular medical
products that the applicants seek to achieve ;dhse. The Court of Appeal overruled
the High Court’s judgment with its decision beingser to those decided during the
first stage: allocation of resources is a politisalue that should not be second-guessed
by courts and courts should not scrutinize the frmesind economics of particular
medical products”. This decision could be seen @twn to a more deferential attitude
of courts before rationing decisions, in which @sraccepted that rationing is a political
decision to be taken by the government and whiaulshnot be second-guessed by
courts, rather than an approach in which courtsilshdemand more transparency from

the decision-making process (Syrett, 2004).

In the caseRogers®, the claimant had breast cancer and was not resmpn
anymore to the conventional treatments. Her sondaan the internet the information
that her type of cancer could be treated with Hatingea then unlicensed drug which
had shown promising results in trials for earlygstédreast cancer treatment. Her doctor
wrote to the PCT reporting some successful experisneith Herceptin and asked if the
patient could pay for the drug while remaining a $Nigdatient, exempting her from
paying for the medical input. The PCT answer wagatiee and thus the patient decided

to start a private treatment. She could only r&isels for the first two courses of the

193 R v Swindon NHS Primary Care Trust, Secretary afeSor Health ex parte Rogef2006] EWCA.
Civ 392
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treatment but not for the complete treatment amsh tthe filed a lawsuit against the
health authority based on the National Health $erdict 1977 in order to receive the

drug funded by the PCT.

The patient claimed that the refusal to fund thegdwas arbitrary and
irrational, and therefore unlawful. She argued ttaer trusts were providing the drug
to patients who needed it. The respondent Trustearghat the drug had not yet been
appraised by NICE for early stage breast cancertlaaudit would provide the drug “if
and when NICE guidance is published” unless thess an exceptional circumstance,
which was not the case of the claimant, accordmghe PCT. Health authorities
considered that her condition was the same ashal women under the same PCT who

could be eligible to receive treatment with Heraeput who did not receive it.

The High Court affirmed that the fact that otherTB@rovide the drugs does
not make the Swindon PCT’s decision irrational eirfcationality in law is not
determined by counting heads” (Mr Justice Bean, ESMNH'1, par.68). In spite of the
fact that there was medical opinion in favour oingsHerceptin to treat early stage
breast cancer, health authorities should give ohosinsideration to the existing system
of licensing and the appraisal of treatments. TharCconcluded that a judge cannot
decide whether waiting for NICE guidance (as SwmdRCT was doing) is a better
policy than providing it before the guidance isusd (as other PCTs were doing) and
hence the PCT’'s general policy not to supply a dihat was off licence and not
approved nor assessed by NICE is rational and kbgsl. The court accepted the
defendant’s argument that it would be wrong toadtice a dangerous precedent of
disregarding the health technology assessment gg@oel that the cautious approach of
not funding Herceptin, but in exceptional circunnstas, was entirely rational. The High
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Court, then, was legitimizing not only the decisimade by health authorities in this
case, but the whole new system for health techiyadsgessment that had been created.
Accordingly, the judge can only evaluate whetherpblicy in this case is irrational and
thus unlawful, which, according to the High Cowras not the case. The application

was dismissed.

The patient appealed. The Court of Appeal, basethercaseChild B'**and
other precedents, affirmed that it is perfectlyegtable not to fund a drug for priority-
setting reasons. If the denial to supply Herceptere based on grounds of cost, the
Court of Appeal would not judge that such a poli@s arbitrary or irrational. However,
health authorities affirmed that the denial to fuHdrceptin was not grounded on
economic reasons. Moreover, the policy itself atbdithat the drug would be provided
in exceptional cases when there are overridingoaimeeds that would justify its use.
The problem, according to the Court of Appeal, Wed the policy did not envisage the
circumstances in which an exception would be cared an overriding clinical need,
which, in practice, meant a complete refusal ofstesce and this had the effect of
making the policy irrational. The Court of Appeainsidered that the PCT did not
provide convincing examples of cases in which &p#s clinical condition would be
considered an exception to the general rule ofpnatiding the drug. Thus, there was
no rational basis to distinguish between patientlsiwthe eligible group on the basis of
exceptional clinical circumstances. Once the healithority admitted that it would
fund the drug for some patients and not for othigread to bring rational criteria to

differentiate both groups.

1042 v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
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Furthermore, Sir Anthony Clark MR affirmed that therrect approach to
irrationality at Common Law in this sort of caseswsstablished by Bingham MR in the
caseSmitht®: “the more substantial the interference with humights, the more the
court will require by way of justification before is satisfied that the decision is
reasonable” (Bingham MR, 1 All ER 257, p.263). Tweurt of Appeal decided that the
policy of the PCT was irrational and that the PQibwdd reconsider its policy and
reformulate a lawful policy upon which to base damis in particular cases, including
that of the appellant. In this case, it was ther€ColiAppeal that overturned a more self-
restraining judicial review and scrutinized thesaas for the choices made by health
authorities, demanding clearer criteria for theegtions to the general policy.

198 the claimant, with terminal lung cancer for whome th

In Gordon
conventional treatment was not effective, sougtlicjal review against the PCT refusal
to fund treatment with the drug Tarceva and a finginction requiring the defendant to
fund the drug “for so long as the claimant’s ongidb advises it to be funded”. The
patient had been treated with this drug for almbsteeks (privately funded) and was
claiming for public funds to continue this treatrhér 4 weeks more and for continuing
treatment if the patient’'s response was good. Atingrto the report, 4 to 8 weeks
treatment would make clear if the patient was redpa to the new treatment, and if
not, the treatment should be interrupted. This dvag not routinely funded by the NHS
and NICE’s decision on its approval was still pexgdiThe PCT's commission that

analysed this specific case considered the treatmento be cost-effective. The

claimant argued that the individual circumstancéghe patient were not properly

1% R v Ministry of Defense, ex parte Snjit896] 1 All ER 257
1% R v Bromley NHS Primary Care Trust ex parte Gor{2006] E.W.C.A. Civ 392
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considered, the evidence of the treatment’'s effeniss published in an academic
journal was ignored by the commission and that R&I had a “blanket policy of

refusing Tarceva”.

The High Court decided that it should not be th®teator in the dispute about

the drug’s effectiveness:

[...] unless it could be shown at a substantive Inggaithat
the PCT's conclusion in relation to that matter was
irrational [...] the claimant cannot succeed. Thisurto
cannot decide which of two differing opinions iglhi.
That is not the role of the court (Ousely J, EWH{52,
par. 31).

However, given the reasons advanced by the PCTHitjte Court judged that
there is indeed a general refusal policy in regéod§arceva, no matter the individual
circumstances of each patient. According to Ougdelyhis may not be “a necessarily
unlawful decision”, but the PCT’s reasons to ddnage to be “grappled with explicitly”
(Ousely J, EWHC 2462, par. 42). Thus, because @it ad not considered the case
properly, it should “consider afresh” its policycdahence the permission to apply for
judicial review was granted, making clear that iayrbe impossible to challenge a
refusal of further funding “if the decision is eapied and grapples with the relevant
issues” (Ousely J, EWHC 2462, par. 44). The dasgerd®’ was used as a precedent,
albeit noting that the question of resource allocahad not arisen in that case but was
arising in this case now. Additionally, Ousely dueed the PCT “to fund the Tarceva
treatment for the claimant until the conclusiortlu eight week period from when she

started it” although the court considered “unteaalthe relief to provide treatment for

97R v Swindon NHS Primary Care Trust, Secretary afeSor Health ex parte Rogef2006] EWCA.
Civ 392
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so long as the treating oncologist advised” (OugdelgWHC 2462, par. 48). The PCT

conceded the judicial review and there was no dppea

In Otley'®, the claimant who suffered from metastatic colodecémcer had
tried several treatments that were not effectiveé bher doctors eventually considered
that no new attempt should be made. Her sisteodsed on the internet a new drug
called Avastin that could shrink the tumour andnperesection. This drug was not
licensed in England, it was not available for roatiprescription within the National
Health Service and NICE had not recommended itshased on cost-effectiveness
reasons. The patient had paid privately for the fivst courses of the treatment and
applied for public funding to continue it. Healthtlorities affirmed that the treatment
would not cure her, but only give her a few morenthe of life than the conventional
treatment without Avastin. They also considered tha routine provision of this drug
would not be a cost-effective use of NHS resousres it should only be provided in
exceptional circumstances. Probably to avoid tigerment that there was a blanket ban
to the drug, as raised Rogers®® andGordon'®, a list of cases in which the drug could

be provided was defined.

The High Court considered that health authoritggsored one point in the
NICE guidance, which is that there is a slight gmbty that treatment with Avastin
could bring long term survival by reducing the camto a point that would permit

resection. The judge also called into question dbeclusion that Avastin was not

198 R v Barking & Dagenham NHS PCT ex parte Ofg807] EWHC 1927 (Admin)

199R v Swindon NHS Primary Care Trust, Secretary afeSbor Health ex parte Rogef2006] EWCA.
Civ 392

"R v Bromley NHS Primary Care Trust ex parte Gorfg06] E.W.C.A. Civ 392
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effective for the patient, based on reports prepénea specialist oncologist who was

critical of the PCT’s scientific assessment. Alssdd on the critique of this specialist,

the judge considered mistaken the assessmentthpatient’s case was not exceptional
since she fitted most of the conditions to be aigrgid an exception. The Court quashed
the health authority decision on the basis thatréasons it provided were not rational

and the procedure was flawed. Moreover, even thabhghCourt recognized that the

scarcity of resources is a decisive feature, ismmred that in this case the provision of
the drug would require the allocation of only ralaly small resources, which did not

require the PCT to put at risk the interest of oibegtients or the whole population. The

Court quashed the decision and invited represenatibout what should happen in the
future. It was eventually agreed that the defendanild fund five cycles of Avastin,

subject to review after the fifth cycle.

Hence, in this case the court challenged the P@iEdical assessment and the
application of the NICE’s guidance based on theniopi of another specialist.
Moreover, it also made considerations about thex@wmic impact of the provision of
Avastin in light of the Trust's budget and the net&s of other patients. As we have
seen, courts in the first stage explicitly and egpdly affirmed they would not enter in

these spheres.

Eisai'*was the first case that challenged a guidance dsbyeNICE, rather
than demanding drugs that had not yet been assbgsi@ institution or arguing that
the local authority had not considered the guidahoeoughly. Eisai Limited held the

marketing rights for the drug Doneprezil (Ariced)r Alzheimer’'s disease. The

1R v National Institute for Health and Clinical EXemce ex parte Eisai Limitef2007] EWHC 1941
(Admin)
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claimant, together with another pharmaceutical camgpand a charity for people with
dementia, was challenging the guidance of NICE thiconcluded that
acetylcholinesterase inhibitors (AchEls) — a grafpdrugs for Alzheimer in which
Doneprezil is included — are not cost-effective eptcfor patients with moderate
dementia. The NICE assessed Doneprezil in termgtsofcost-effectiveness and
concluded that the cost per QALY was far abovettireshold below which a drug
would be provided within the NHS. The drug was ordgommended for those with
moderate dementia, according to the MMSE scoreestafor defining the severity of

Alzheimer.

The claimant argued that the procedure through hwthe assessment of the
drugs was made was unfair because the pharmadexdgiopany did not have access to
a full executable version of the economic modeblusecalculate the cost-effectiveness.
Only a “read-only” version was available and tharolant argued that this would hinder
the understanding and assessment of the meritqyaality of the analysis made by
NICE. Another argument raised by the pharmaceutcahpany was that the use of
MMSE was discriminatory because a rigid adheremcdst scores is inflexible and
impairs the individual judgment of each patientase for funding. The rigidity of
MMSE may discriminate against certain groups ofgbpulation. For instance, people
with other cognitive difficulties or whose firstiguage is not English may have their
level of dementia overestimated and those with high may have their level
underestimated. These people may be refused treebaeause MMSE would consider
that they do not have a moderate level of deme@tathe other side, NICE affirmed
that it was not required to provide the fully-extadile model and it could not disclose

confidential information due to the intellectualoperty rights of the owner of the
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model. Moreover, NICE affirmed that the informatiaineady provided was enough for
the interested parties to provide an intelligesjpmse to the guidance and that NICE
did not refuse to assist with any assumption abmitnodel that the company could not

identify.

There was also a discussion both about whether Ni§3Essed the benefits of
the drugs correctly and about the quality of thielence used. The Guidance considered
that the benefits of the drugs would last for sibtins whereas the claimant argued that
there was not sufficient evidence to justify then@asion that the benefits would not
last more. NICE affirmed that it is the institutiaith expertise and legitimacy to assess
the scientific evidence and a court should “availdssituting its own views for those of
expert decision-makers, acting in good faith witftowledge of the facts”. Lastly, the
claimant argued that the drugs” benefits for thersain terms of time and costs were
not adequately taken into consideration. NICE idetli these benefits in its calculus,
but the claimant argued that they were underestithahd no explanation was given
about how the benefit was calculated. NICE arguet the benefit was calculated

according to the existing literature on the topithe time.

Considering the first argument, the High Court dedithat NICE is the body
responsible for obtaining the Model and ensurirgf thhas been quality-assured and
that the company had no right to “quality-assutehe company was not denied any
important information to make “an intelligent resge” to NICE’s conclusions and it
participated actively in the decision-making pracedoreover, NICE had an obligation
to protect the intellectual property rights of taagho developed the model. Concerning
the argument that the guidance is discriminatdrg, High Court considered that NICE
did not consider properly the concerns that the NEMSores would be discriminatory
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towards some atypical groups. Even though the Guoelallows clinicians to consider
exceptional cases, it does not explain how thewlshdo it and according to which
parameters. The guidance had also failed to avsutichination against people whose

first language is not English and those with leagrdisabilities.

Concerning the debate about the long-term beneffitese treatment, the Court
affirmed that it would not assess the decisiont®omality as if the court had to
adjudicate between competing expert opinions brbbgHitigants, but as if it were in
the same position as NICE’s decision-makers. ThartCagreed that the existing
evidence available was well assessed and thatotigetérm benefit of the treatment
claimed by the pharmaceutical company was notgeffily proven by scientific trials.
Moreover, the Court judged that NICE was awareheflimitations of the trials it used
and gave reduced weight to the one for which réiiglvas being contested. About the
benefits for carers, the Court judged that the sieciof the NICE was rational: “[t]he
fact of disagreement between experts does notself,irender the decision irrational”

(Dobbs J, EWHC 1941, par. 132).

In conclusion, the High Court only accepted theuargnt that the guidance
was discriminatory and directed the institute toeathit so as to ensure compliance
with duties and obligations under anti-discrimipatiegislation. The claimant appealed

on the basis that not disclosing a full executantelel made the procedure illetfal

The Court of Appeal analysed the debate betweeciadists and decided that
it was not in a position to resolve the dispute tbe the “read-only” version would

make it possible for the appellant to check thenfdae of the model. However, the

"2 NICE cross-appealed against the costs order made by the High Court.
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Court decided that a read only version would makapossible for interested parties to
carry out sensitivity analyses and test the assomgpbf the model. Even though NICE
is the decision-maker responsible for checkingréti@bility of the model, it should be
evaluated with other consultees. Preventing themm fdoing this made the procedure
unfair because it limited the capacity of the algmtt to apply the model under
alternative assumptions and to carry out sengitiahalysis. The argument that
providing a fully executable version would make #ssessment procedure less efficient
(demanding time and resources) was considered tangdrsy the Court of Appeal since
making the process slower and more expensive sheeigh heavily in the balance
with fairness. However, the Court considered timathis case this argument was not
strong enough to trump the importance of the pheeutical company being able to
evaluate the reliability of the model. The los®fficiency caused by the disclosure of a
fully executable model could be compensated by rdmaoval of some degree of
inefficiency in other aspects of the assessmertgao The Court also decided that the
contract between NICE and the developers of theeindidl not preclude the institute
from providing a fully executable version to coreab. In conclusion, the Court of
Appeal decided that procedural fairness — transpgsreand disclosure of relevant
information — required the release of the fully @xable version of the model. The
guidance was not quashed because the claimanbtskek this outcome; rather it just
wanted to have access to the fully executable werand have an opportunity to make

representations on it.
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In Murphy***a patient who had kidney cancer was submittedhéoapy with
drugs and had one kidney removed, which had howewestopped the onward march
of the tumour. Her doctor considered treating hi#h Bunitinib, a drug not ordinarily
available on the public health system but whichld¢extend her life span by some
months. An application was made for exceptionatiimg from the NHS based on seven
factors aimed at demonstrating that this patierdse was exceptional. The PCT denied
the request because none of the seven factors Hirtwygthe patient could make her
case an exceptional circumstance that would jusitiéyprovision of the treatment. The
patient lodged a lawsuit claiming that the deciswaas irrational because it failed to

consider a series of material factors and thaPtb& had misapplied its own policy.

The High Court reaffirmed that not all treatmerttattcould benefit patients
can be afforded within the funds available to tHéS\N Consequently, health authorities
are constantly forced to make difficult decisiomspoiority setting for competing needs
and the QALY can be a mechanism to evaluate thes @ogl benefits of the treatment
and to compare it with other health interventiolke Court admitted that the drug
claimed in this case was indeed too expensive tdidied in the ordinary course of
cases. However, the High Court accepted the arguthanthe Commission Panel that
decided not to fund the drug had evaluated seppr@deh of the seven factors brought
by the patient to advocate for her exceptional easkdid not look at the factors “in the
round”. According to the Court, the case of thagmtshould be considered holistically
and not by analysing each circumstance individudhyconclusion, the High Court

decided the decision had to be taken again bet¢haggocedure was irrational.

3R v Salford Primary Care Trust ex parte Murd2908] EWHC 1908 (Admin)
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In Ros$™ the claimant suffered from multiple myeloma and \wesscribed a
new cancer drug, Lenalidomide, the provision of aihivas however denied by the
defendant PCT. Lenalidomide was his only and lasince of halting the progress of
the cancer given that the conventional treatmedt regulted in side effects and had
become intolerable for the patient. The patiengémtia legal challenge based on the
National Health Service Act 2006. The drug had be¢n evaluated by NICE at that
time, but was provided by some PCTs. It was alsolave in continental Europe and
was recommended by the British Committee for Stedsdlan Haematology. However,
the defendant considered that current evidencendidadequately support the use of
Lenalidomide and that the cost of the drug washigh when compared to the potential
benefit. Moreover, the PCT considered that thisn@at's condition case was not

exceptional in comparison with other patients.

The High Court affirmed that it is lawful for thef@ndant to have a policy not
to fund a treatment, as long as it is possible neisage exceptional circumstances.
Moreover, it affirmed that the role of Courts ishodimited to ruling upon the
lawfulness of the decision by submitting the desismaking process to a rigorous
scrutiny. The influence of the ca&hild B'*® can certainly be noticed in this case since

in regard to the idea of “rigorous scrutiny”, theutt affirmed:

the more substantial the interference with humahtsi
the more the court will require by way of justifima
before it is satisfied that the decision is reabtaiathe
court must subject their decision to anxious soyuti
because the claimant’s life is at stake (GrenfeEWHC
2252, par. 39).

4R v West Sussex Primary Care Trust ex parte Re€8] EWHC B15 (Admin)
1SR v Cambridge Health Authority, ex gdB95] 2 All ER 129, [1995] 1 WLR 898
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The High Court considered that the PCT did not @wat&l the scientific
evidence correctly because it misunderstood sontieeccientific evidence and did not
consider relevant facts and the clinical situatbthe patient. According to the Court, if
the patient's case were correctly evaluated, it ldidoe considered an exception
according to the PCT own policy’s guidelines beeattse treatment would be cost-
effective. The High Court also accepted the argurtieat the PCT panel that made the
decision did not have a specialist in the fieldotology, which may have contributed
to its lack of understanding about the facts is tase. The Court relied on a specialist
who affirmed that the drug was cost-effective bioge report was not considered by
the PCT because, according to the defendant, ihdidoring new evidence and came
from someone who is not specialist in this fielthei. The High Court also judged that
the way in which the PCT was applying the concedptexceptionality” would in
practice make no case exceptional because it wiag tise term “exceptionality” as

meaning “unique”.

In conclusion, the PCT decision was quashed andidenng the urgency of
the patient’s case, the Court decided that thenrerest should commence “at the earliest
time” (Grenfell J, EWHC 2252, par. 95). If the PCfaking into consideration the
elements in this case, eventually concluded thatratment should not be given, then
the provision should cease. The court not only iadpa very strict scrutiny of the
scientific and policy grounds of the administratigkecision, adjudicated among
divergent expert opinions, but also ordered the R&provide the drug unless it can

prove convincingly that it should not.
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In Bristol-Myerg?®, the claimant was the producer of the drug Abataémpt
rheumatoid arthritis, which was not recommendedHhgy NICE for use in the NHS.
During the drug assessment process, NICE invited pharmaceutical company to
participate by constructing the model and calcntptthe drug’s cost-benefit. The
company’s model was submitted to academic expdrisen by NICE. The experts
qguestioned many assumptions made in the model eaxched the conclusion that the
benefits of the drug were overestimated and thmatcdst per QALY exceeded the
threshold established by NICE. Thus, NICE issueguadance declaring that the
provision of Abatacept by the NHS was not recommendor cost-effectiveness
reasons. The claimant lodged a lawsuit seekingutsiy the guidance issued by the
NICE in regard to its drug and an order for disalesof a fully executable model as

modified by the experts chosen by the Institute.

The High Court recognized that NICE has developegeiry sophisticated
procedure for assessing drugs” cost-effectivertégwever, according to the decision,
“just because a decision under challenge is madegublic authority does not of itself
import requirements of fairness” (Blake J, EWHC 27@ar. 50). And, according to the
Court, fairness is a requirement in every area uflip law process where serious
consequences result to individuals and thus shéeldcontrolled by courts. This
statement, once more, makes clear that a defdrattitade of courts grounded on the

trust in health authorities has been left in thetpa

18R v National Institute for Health and Clinical EXemce ex parte Bristol-Myers Squibb
Pharmaceuticals Lt{2009] EWHC 2722
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In this case the High Court considered that, unlike caseEisai''’, the
pharmaceutical industry was the author of the palgimodel and, based on the
information disclosed by NICE, it could have inchadthe alterations into the model
and could have run it. Moreover, the points in dispwere not about the sensitivity of
the calculation, but about its assumptions, whidrewclarified and justified by the
information already disclosed. The High Court, @afterutinizing the decision making
procedure without finding any flaw, concluded tttz guidance was legal and should

not be quashed.

In Fraser'*® NICE published a guideline on patient care forsthsuffering
from Chronic Fatigue Syndrome/Myalgic Encephalontige(CSF/ME). This guideline
rejected some treatments on the basis that thesenataenough evidence that they were
effective and recommended that psycho-social treatsnshould be used instead. A
group of patients suffering from this disease latgéawsuit claiming they did not want
nor need the treatments recommended by NICE’s tede rather they needed those
that the guideline turned down. They alleged tlmaes specialists chosen by NICE to
carry out the assessment were biased towards anaappfavourable to psycho-social
treatments and that they should not have been shiesEause of this conflict of interest.
Moreover, the litigants claimed that the decisicesvbased on inadequate material and

overlooked the danger of the recommended therapies.

The High Court considered that it was for NICE t@leate the weight to be

attached to the evidence brought since it is thieaaity entrusted to make this decision.

7R v National Institute for Health and Clinical EXemce ex parte Eisai Limitef2007] EWHC 1941
(Admin)
118 R (on the application of Fraser and another) vidval Institute for Health and Clinical Excellereed
Another[2009] EWHC 452 (Admin)
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The High Court also considered that the risks iwedlin the use of psycho-social
treatments were not overlooked. The argument o hias also dismissed because it
was based on a series of false premises. In anyt é#ve panel that made the decision
was composed of many specialists and the factsthiae of them had a certain view
about the disease does not make the proceduralbifise NICE guideline was upheld

by the High Court.

In Serviet®, the claimant had the market rights of the drug éost for
Osteoporosis. This drug was assessed by NICE ammiraended only for a defined
and limited group of patients. According to NICEwas insufficiently effective and too
expensive to justify a wider recommendation foruse. The pharmaceutical company,
supported by the National Osteoporosis Societhasnterested party, lodged a lawsuit
claiming that NICE should reconsider its decisi@tduse: (1) the procedure was not
fair and transparent since the economic model amaknlying data upon which the
conclusion of NICE was drawn was not disclosediheeiin a “read only” version nor a
fully executable version; (2) the procedure did taée account of data submitted by the
claimant; and (3) the decision discriminated adgaiertain categories of disabled
patients. NICE argued that part of the data cooldoe disclosed because it had agreed
to keep in confidence essential information and #lhthe relevant data that was
provided to the applicant was enough to assesquality of the appraisal made by the

Institute.

The High Court affirmed that it cannot review théstance of the decisions,

but only whether NICE had acted unlawfully or ioatlly. After discussing the case

19R v National Institute for Health and Clinical EXemce & Anr ex parte Servier Laboratories Limited
[2010] EWCA Civ 346
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Eisai'®, the Court considered that NICE must not alwayd aithout exception

disclose its economic model. A duty to disclosardtbrmation may have as a drawback
that those who hold important and confidential infation will be unwilling to disclose

it to the NICE because they know that the Institwikk be obliged to make it public.
Therefore, there is the need to balance transpaardtthe duty of confidentiality. As a
general rule, information should be disclosed, pkae cases when the information is
very important and a serious effort has been madegbtain permission to disclose it.
The court called it “the exceptional imperative aminfidentiality” (Holman J, EWHC
281, par. 115), which has to be justified and candviewable by a court. In this case,
the High Court considered that NICE did not takktlé reasonable steps to seek

permission for the release of the data.

Concerning the appraisal of the data submittechbypharmaceutical company
which brought evidence that the drug was cost-gffecthe Court judged that the NICE
took consideration of the data and explained infficgent, reasonable and intelligible
way the reasons why it disagreed with its resitsteover, the High Court considered
that the weight to be attributed to the evidenaaught was a matter for the NICE to
decide because it is a highly specialized topic #nedCourt should be careful not to

stray into this question.

The argument that the guidance is discriminatorg Wwased on the fact that
there are some groups whose health condition doeallow them to take drugs other
than Protelos. According to the NICE's guidanceatdélos is recommended only for

these patients in a more advanced stage of thasgiserhich means that some patients

120 Eisai Limited v National Institute for Health a@inical ExcellencgNICE) [2007] EWHC 1941
(Admin)
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will be left without any treatment for osteoporosaéid have to wait until the
osteoporosis develops to a more severe stage. Hmmaat argued that this is
discriminatory and against their human rights. HRI@plied that patients will not
receive the drug not because they are being dis@isd against, but because the
treatment is not sufficiently cost-effective sirthe cost of treatment exceeded the upper
limit set by NICE. This argument was accepted leykigh Court, who considered that
the position held by NICE was reasonable and cbsiece it had to balance between
these patients’ needs and the need to secure -&ftestive use of NHS resources. The
Court affirmed that “[i]t is necessary for NICE nod make a more generous
recommendation for the protection of the rightotifer persons, namely other patients
who also require a fair share of the resourceb®NHS” (Holman J, EWHC 281, par.

224). Thus, NICE was not unlawfully discriminatiagainst any group.

In conclusion, the High Court only accepted theuargnt that the reasons for
not disclosing the economic model were not wellifiesl. The Court decided that NICE
must negotiate the disclosure of the economic maddlallow all consultees to make

further submission or representations in respoms$iee disclosed data.

An appeal was lodged by Servier on the basis th&ENailed to take into
account data derived from a study in which the Itesnere more favourable for the
company’s argument that the drug was cost-effecit'® Court of Appeal considered
that the reasons provided by NICE to undermineethdence provided by the claimant
were “inadequately explained” because they weregeeeral and did not go into details
about the scientific reasons underpinning it. Isvdecided that NICE should make a
fresh decision since there were doubts about fisnality. Lord Justice Wilson added
“NICE will, I am confident, consider the efficacy this drug in a comprehensive and
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open-minded way” (EWCA Civ 346, par. 69). The appeas allowed and NICE’s
decision quashed. The Court of Appeal disagreedh whe High Court regarding
whether courts should scrutinize the way the ewidemas assessed and weighed by the

NICE.

In AC'?, the patient was diagnosed with gender identityrdisoand applied
for funding from the PCT to pay for breast augmeatasurgery. Her doctor affirmed
that the surgery was necessary because gender adigsplias causing the patient
psychiatric illnesses such as adjustment disorder depression. According to the
NHS’s policy for gender identity disorder, the kiraf surgery the claimant was
demanding is considered a non-core procedure, whigdns that it is only provided in
exceptional circumstances. The patient argued that PCT did not give proper
attention to the clinical importance of breast aagtation therapy to a transfemale who
had undergone hormone therapy. However, the PGfimeffl that there was not strong
evidence that the surgery would be effective tattrthe patient’s psychological
problem. Moreover, funding the surgery for the mant would discriminate against

natal women who were also dissatisfied with theu\o

The PCT’s argument was accepted by the High Cetrg considered that,
given the lack of consensus regarding breast imdargery for people with gender
identity disorder, the appraisal made by the PQamding the treatment’s effectiveness
and cost-effectiveness was not irrational. The Coerognized that health authorities

are under financial pressure and affirmed, citimg €Court of Appeal decision i@hild

121 R v Berkshire West PCT ex parte J2011] EWCA Civ 247
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B'?? that they cannot be expected to offer all the gatéents may want. It also found

that there was no discriminatory treatment agdmasisgenders because they were being
treated in the same way as natal women who may psyehological problems due to

the size of their breasts.

An appeal was lodged and the Court of Appeal camsil that the PCT’s
decision was not irrational because there was aarae of evidence that the operation
was likely to be clinically effective to improvedhappellant’s health. Concerning the
argument that the policy was discriminatory, theu€mf Appeal considered that the
decision to equalize the situation of the patierithwhose of natal girls unhappy with
their body is an ethical and clinical judgment magethe PCT and that should not be

reviewed by Courts, unless it transgresses the law.

| turn now, finally, to two cases that could be sidered deviant, for polar
opposite reasons, from the predominant analysiserbgdcourts when judging right to

health cases during this second stage.

In the most recent caseomliff"*>, the PCT refused to fund laparoscopic
gastric by-pass surgery for a patient who sufférech morbid obesity associated with
various co-morbidities. The PCT policy was to fuhd surgery for people whose BMI
was above 50, but the patient’s BMI was 40. The P@iCy was more restrictive than
the NICE guidance on this treatment. The patieplieg for special funding claiming

that his situation was exceptional because higdlineahdition was very poor and his life

122 R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
123 R v North Staffordshire Primary Care Trust ex paendliff[2011] EWCA Civ 910
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was in serious risk. The PCT considered that hig egas not exceptional since the co-

morbidities are expected in people who suffer froorbid obesity.

The High Court accepted that resources are linatetlithat the PCTs have to
act rationally in setting priorities for the alldima of medical resources and treatments,
even if it means that some people will be deniedttment from which they would
benefit. Moreover, it is not for the Court to sedayuess such decisions but only to
evaluate whether the decision-making was withinlétve Thus, the Court accepted a
rationing decision by health authorities, withoutletailed analysis of the reasons or
procedure, based on the fact that because resoareescarce not all needs can be
fulfilled. The High Court also analyzed this casethe light of the Human Rights Act
and the European Court of Human Rights case-lawcandluded that a refusal to fund
treatment to an applicant is not a breach of rigpetsause the state has a wide margin of
appreciation in such an exercise. Hence there tsanduty to provide individual
treatment to a patient, but rather a duty on th@ RCallocate resources considering that
there are not enough to provide for everyone’s padiequirements. There is no
underlying “right” to any particular medical treant, only a target on the PCT to

provide it. The claim for judicial review failed.

An appeal was lodged based on the fact that the R&I not taken into
consideration the patient's exceptional circumstancand other non-clinical
circumstances, grounded on Article 8 of the ECHRe @ecision was mainly focused
on analysing whether the ECHR demanded health atifsoto take into consideration
non-clinical circumstances. The Court of Appealeagrwith the High Court that there
was no breach of European or domestic law in refuthe treatment demanded by the
claimant. The Court of Appeal considered that tH@THs entitled to set policy
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grounded on what it reasonably considers to bédihest way to treat patients and what

is a fair balance between the interests of indiaiduneeds and those of the community.

Condliff** can be considered deviant from the predominan¢-kas in the
second stage because it was judged similarly tovéine cases were judged during the
first stage. The PCT decision was respected arglettuas reaching the right balance

between the claimant’s needs and those of thefékse community.

The other deviant case Watts?°. In this case, the patient was diagnosed with
osteoarthritis and needed hip replacement surdérg.service is regularly provided by
the NHS. The patient was put on the waiting list #me operation was expected to be
carried out in one year. Afterwards, the patiens weassessed by a doctor at her PCT,
who considered that her health had deterioratadfgigntly and her case should be re-
categorized in order to receive the treatment srBenths. Because she was suffering
from severe pain and serious disability, she agpf@ authorization to make the
treatment abroad funded by the NHS. Her claim waset on the right guaranteed by
the European Community law — article 49 of the pean Community Treaty and
article 22 of Council Regulation 1408/71 — to reeehealth treatment abroad when the

Member State is unable to provide it without undeky.

The patient asked her Primary Care Trust to suppertapplication to make
available hip replacement surgery in France immebliaThe PCT refused support
based on the fact that the patient’s situation matsdifferent from others waiting for
similar operations. She was as deserving of imniedr@atment as any other patients

with severe arthritis who were also on the pubkalth system waiting list and she

124 R v North Staffordshire Primary Care Trust ex pa@endliff[2011] EWCA Civ 910
125R v Secretary of State for Health ex parte Wg@94] EWCA Civ 166
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should not be allowed to jump the queue by seekkeagment abroad. Health authorities
affirmed that if patients were entitled to recetueatment abroad funded by their own
country’s health system without prior authorizatidnen there would be “adverse
consequences” for the setting of priorities for mabtreatment and the management of
waiting lists according to clinical judgments aneditally determined priorities. The
PCT also affirmed that the European Community lawcept of “undue delay” should
be interpreted as meaning cases in which the deaybeyond the NHS normal waiting
times. Thus, according to the PCT, only in thessesacould a treatment abroad at the
expense of the NHS be considered. Notwithstandiwegréfusal, the patient went to
France and had the operation performed there. Alftiersurgery was performed, the
patient lodged a lawsuit against the Secretary @diteS for Health claiming

reimbursement of the full costs of the treatmembad.

The High Court, based on the European and domiesticconcluded that the
NHS can refuse prior authorization for publicly fied treatment abroad only if the
same or equally effective treatment can be obtaimigdout undue delay within the
NHS. And the Court rejected the PTC argument thatlie delay” should be assessed
based only on the grounds that there are waitstg. liThis argument, according to the
court, would be based on “consideration of puragn®mic nature” which in itself
cannot restrict patients” right to have medicaVises provided abroad. The Court
considered that “undue delay” should not be undetsby reference to cases in which
the delay is beyond the normal waiting times inhkalth system, but according to the
patient’s state of health and the probable coufdeendisease. The High Court also
rejected the argument that authorizing treatmenbdabin this case would prompt a

flow of NHS patients seeking the same benefit amsequently put in risk the public
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system capacity to work efficiently. The court cdesed that this is a “speculation
unnourished by common sense” because patientslavitl only if they are experiencing

delays in the access to healthcare in their horoatcp

In conclusion, the High Court considered that itabnost self evident” that a
one year delay in treating a patient in such caolits, “on any sensible view”, an
undue delay. However, because the delay was redi@we®t4 months, the Court
considered that the period of wait was tolerabld didl not constitute undue delay.
Thus, according to the decision, the patient shaotdbe reimbursed for what was spent
with the operation in France only because the gerio3-4 months had not reached an
“undue” threshold yet, whereas a 1 year wait waenditle the patient to receive the

treatment abroad.

Both litigants appealed. The Court of Appeal raiseghy concerns about the
High Court’s judgment in this case. Among them, @wart of Appeal wondered by
what criterion a one year delay was considered dehavhereas a 3-4 months wait was
not. Moreover, the Court of Appeal also called teegfion whether a court has the
capacity to conclude that attributing to the NH® duty to fund treatments abroad
without previous consent would not have economipaat or undermine the system of
waiting lists. According to May J, if there are tuag lists, it is because there are
limited resources, and “we should be surprisedirdfering the health system to accept
claims like the one in this case would not havaritial effect (May J, 2 CMLR 55, par.

105).

It was also said that, according to the precedeht$ie patient had sought
judicial review of the waiting times in order toceve immediate treatment from the

NHS, the claim would have failed, as well as if gagient had claimed treatment from
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private services in the United Kingdom. The CodrAppeal expressed serious concern
about the High Court’s decision in terms of its awipfor the NHS. The Court of
Appeal then decided to defer deciding this casd thet European Court of Justice
consider a few questions made by the Court of Apitgelf concerning the duty of the

State to fund treatment in other member-States.

The High Court’s decision seems similar to the dBezilian courts
predominately use when judging right to health sasehich focus on the patient’s
needs (patient centred approach) while disregartfiagpopulation’s needs (population
centred approach) and without even consideringehsons that lie behind establishing
the policy. This has not happened in other caségrevcourts, even when quashing
health authorities’ decisions or ordering the psa of treatments, have looked
carefully at the reasons for rationing health ¢arevaluate whether they are convincing

or not given the circumstances.

4.3. Reasons for the change

Part of the literature on this topic has explaitieel change from a very self-
restrained judicial review (what | call here thesfistage) to a model in which reasons
have been demanded and scrutinized (what | calséloend stage) by the move from
implicit towards explicit rationing in the NHS (Satt, 2007, p. 171; Syrett, 2009, ch.6;
Syrett, 2011A; Jackson, 2010, p.77; Newdick, 20083). Thus, according to this
argument, courts demand more from health authsriierause rationing became more
visible, patients know more and, therefore, questimore. Consequently, the more
explicit the rationing (the more you tell patientd)e harder will be courts’ look at the

case. Conversely, when rationing is implicit thegitienacy problem is much less
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prevalent because the exercise of clinical judgerserves to obscure the moral conflict
inherent in the decision and there is no publiceetgtion that rationales will be
provided for decisions to deny access to treatraedtservice (Syrett, 2009, p.166).
The following excerpt from Syrett (2011A, p.111dtrates well this position:
Given that the environment in which rationing takésce
is significantly altered from that which existedthme late
1980s — and, in particular, that awareness of Xistence,
scope, and processes of rationing is much greatea a
consequence of a general shift towards explicitressch
a tran§fprmation in judicial attitudes is perhaps
unsurprising.

I will discuss this argument in the next chaptert | just want here to make
the point that explicit rationing is an incompleteplanation for the change in courts’
attitude towards health care litigation. Courts aveertainly not isolated from the
pressures and the changes raised by explicit ragpbut this explanation fails to take
into consideration that there are other reasorexriat to the legal system and legal
culture that also account for the transformationsealth care litigation cases and that
made the judiciary, in the eyes of litigants andlmuopinion, a new battlefield for
challenging rationing decisions.

The health care litigation case-law | have analyseithis chapter is best seen
within a broader context in which the legal cultared courts’ attitude towards judicial
review was changing significantly, which resulted ¢ourts intervening more in
decisions about public policies and allocationesfaurces.

The change in the way courts review rationing dens in England can be
better understood when contextualised within tr@ease in courts” assertiveness in

regards to its own role in protecting rights anemdading reasons when reviewing

administrative acts. Traditionally, probably duetlie absence of a written constitution,
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mechanisms for the control of constitutionality andtrong attachment to the principle
of separations of powers, English courts have plagemarginal political role and
avoided interference in “policy questions”. Theyded to refuse to substitute their
decisions on the merit of a policy for that of ghemary administrative or political
decision-maker (Sunkin, 1995, p. 67; Harlow & Ragli2009, p.95-96).

However, it is clear that the use of courts to lemgle local and central
authorities decisions had been growing since thersgkhalf of the 1980s (Sunkin 1995,
p.69; Treasury Solicitor's Department, 1987, p.tyl dhat there have been increasing
pressures from European law — especially the EaroEonvention of Human Rights
(ECHR) — on the constitution of the United Kingd@md upon its legal culture for a
bigger participation by courts in political and aomic decision-making (Sunkin, 1995,
p.75). According to Lester (2011, p.76) the judgteat the European Court of Human
Rights against the United Kingdom contributed tkim@ courts “more sensitive to the
fault-line in the British legal system that had ulésd in repeated failures to give
sufficient legal protection to individual rightsThus, judges started to take Convention
law more seriously and rights were invoked in couas sources of principles or
standards of public policy even before they wereoduced in domestic legislation
(Leister 2011, p.76-77; Poole, 2005, p.706). Tlewen before the HRA, judges often
applied the ECHR as representing norms and vahregent in the English law, which
started to construct a “new rights-base for judiceaiew” (Harlow & Rawling, 2009,
p.114). We have seen a good example of that iCHilel B'° case.

Lastly, the Human Rights Act was enacted in 1998 laought to England the

“politics of rights”, which tends to increase thelipcal power of the institutions

1262 v Cambridge Health Authority, ex gdB95] 2 All ER 129, [1995] 1 WLR 898
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responsible for enforcing these rights, namelydterts,vis-a-visthose responsible for
making policies, namely political and administratimnstitutions. According to Allan,
the incorporation of the language of rights erottexibarriers based on the authority of
the formal source of power and the respect to adinative discretion that had
foreclosed judicial scrutiny (Allan, 2006, p.67The expected consequence was the
shift of a substantial part of decision making @aare to the judicial branch and the
increase in courts’ political power, which encowgdigem to develop doctrines and legal
theories compatible with their new role (see Po20€)7).

Indeed, due to the ECHR and later to the HRA, Bhgtiourts were expected
to do and were doing more than just testing ifrapugned decision was absurd (Poole,
2007, p. 266). As affirmed by Craig (2008, p.628§ level of unreasonableness which
has to be proven by authorities after the languafgeghts was introduced in legal
decisions is “less extreme than the traditioW&kdnesburyformula”. The classical
“Wednesbury unreasonableness” test - a symbol gfiffncourts self- restraint and of
the barrier between political and legal decisionsan hardly describe judges’ new
attitudes towards judicial review. A good examplehe discrepancy between language
and practice is the High Court’s decision in theesChild B**” and Otley**® when the
court concluded that health authorities’ policy wa&gednesbury unreasonableness”
after making a detailed scrutiny of the choicesiergdic evidence and values
underpinning the administrative decision and memtg the right to life in the ECHR.

As noticed by Craig (2008, p.641):

127R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
1282 v Barking & Dagenham NHS PCT ex parte Of@§07] EWHC 1927 (Admin)
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The desire to remain within the traditional fram® i
reinforced by the fact that the courts’ role in damental
rights’ cases is expressed in terms Wfednesbury
unreasonableness. The idea that this can be seetysis
a variant of the originaWednesburytest is, however,
strained.

In opposition to what was meant by this test’s doet courts started quashing
decisions based on evidence that a different wagxefcising the discretionary power
would be better. In some cases, courts even saidtie power should be exercised, for
instance, by establishing the criteria that shguidie decision-makers.

In tandem with the affirmation of the language wjhts, there was also a
tendency in English Law for a more detailed scyuth public authorities’ decisions.
Writing in 1986, Richardson (1986) found that theydto give reason was starting to be
developed in the UK, albeit in a milder versionrththe hard look doctrine in United
States Administrative Law (see, also, Shapiro, 192279). The principle that the
administration has a duty to give reasons staddzktarticulated in the early 1990s and
to be applied in a wide array of cases and agait@ig established principle in English
law that authorities have no general duty to previdasons (Elliot, 2011, p.58; Craig,
1994). The duty to provide reasons was seen asieed® allow courts to perform their
supervisory function, ensure that decisions werdana a thoughtful and non-arbitrary
way, and legitimize public decisions before indivds who are affected by them
(Craig, 1994, p.283).

The increasing judicial demand for reasons fromlipwduthorities was felt by
the public administration. In the many editionstled documen®he Judge Over Your

Shoulder a guideline prepared by the Treasury Solicit@ffice to inform authorities

on how to make decisions that are less vulnerabjadicial review, it can be noticed
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that the need to provide reasons was initially seeexceptional to some circumstances,
but later became the rule to protect administratileeisions in the courts. The
circumstances when this is not required became (s the different editions of The
Treasury Solicitor's Department, 1987, 1994, 2(XI)6)

The duty to give reasons is not restricted to humgints cases. For example,
in the United States it was mainly applied to cohtine acts of regulatory agencies with
no necessary relation to human rights (see Masi@85). The language of human
rights does not necessarily imply the duty to ge@sons either. For instance, rights can
be simply used by courts as “trumps” (Dworkin, 1p&fainst policies or to allow
moral balance between competing interests via ptigpality or other similar tests.

However, the language of rights and the duty tovipe reasons found an
elective affinity in English courts. According taubt (2003, p.342), English public law
was already “feeling its way” towards a “culture pfstification” and the HRA
accelerated the pace of this process. This “ailtofr justification” requires that
administrative decision makers should be able wtifjuthe reasons behind their
decisions and the adequacy of these reasons isaghdts should be concerned with
(Dyzenhaus, Hunt & Duggard, 2001, p.6).

One of the expected impacts of the Human Rights wbich proved to be
true, was precisely that judges would begin tocaldite the reasons why they should
warrant deference to a challenged decision in &cpéar case (Hunt, 1999, p.100).
Courts started to decide right to health caseslailyito the way Laws (1993), who

decided the casghild B'* at the High Court, prescribed the role of countsisd be:

R v Cambridge Health Authority, ex fE995] 2 All ER 129, [1995] 1 WLR 898
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Accord[s] the first priority to the right in questi unless
we can show a substantial, objective, public jicsttfon
for overriding it (...)The greater the intrusioroposed by
a body possessing public power over the citizeo art
area where his fundamental rights are at stakegriater
must be the justification which the public authpmhust
demonstrate.

A similar declaration was made by Sir Thomas BimgyiMR (as he then was)
in the casesmith*® “The more substantial the interference with humights, the more
the court will require by way of justification beboit is satisfied that the decision is
reasonable”. Even though Bingham MR participatedh judgment at the Court of
Appeal that overruled the High Court decisionGhild B, his decision in the same
year in Smith? 1995, made clear that judicial review was marchimgard a new
stage.

It is important to observe that the language otggwas incorporated in the
legal culture but rights did not come to the fooetrof the legal analysis. No decision
on health care resource allocation so far has based on the ECHR or the HRA. This
finding is coherent with what Poole (2005, p.70®s@rved when analyzing human
rights cases decided by English courts: even thouglmost cases there were
preliminary considerations about the importancthefrights affected by the challenged
administrative or political decision, they were ¢ primary centre of attention and
discussion. Rights were never used as trumps dgaafisies. Rather, the cases were

decided mainly on an analysis of the authoritiegesgtise and the legitimacy of judicial

review in the constitutional balance (Poole, 2005).

130 R v Ministry of Defense, ex parte Snjit896] 1 All ER 257
B R v Cambridge Health Authority, ex fE995] 2 All ER 129, [1995] 1 WLR 898
2 R v Ministry of Defense, ex parte Snjit896] 1 All ER 257
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The idea that courts should protect rights founfthigf with the idea that
courts should demand reasons from public authsyitieit whereas the former was
underlying the courts’ new perception of their ovwole, the latter came up as the
explicit method for the control of health autha#i decisions. In many of the cases
analyzed in this chapter, not much was said aboghts” and often it happened that
they were not even mentioned, although the cowirtthe reasons for the decision was
very severe. The idea that the more substantiaintieeference with a right, the more
rigorous the scrutiny of the reasons should be, wasetheless, explicitly articulated in
many decisions (for instandghild B'*3, Roger$** andRos$®).

To translate the language of rights and a moreaptive role of courts into the
practice of administrative law’s control of proceeluand reasonableness certainly
transcended the traditional frontiers of Englishinte self-restraint and deference, but,
at the same time, re-established new boundariethéoaction of courts. After the mid
90’s, deference from courts is not guaranteed byplsi mentioning administrative
discretion or constitutional authority, but “mus¢ learned by the primary decision
makers” by demonstrating the reasons and justidicatfor their decisions (Hunt, 2003,
p.340).

The “Wednesbury unreasonableness” test gave wa ttaccountability for
reasonableness” assessment. This seems to beldameedb&nglish courts have found
between “adjudication” and “abdication” (Michelm&@03), the dilemma mentioned in

this thesis’ introduction as confronting courts witkeciding health care litigation cases.

133R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
134 R v Swindon NHS Primary Care Trust, Secretary afeSor Health ex parte Rogef2006] EWCA.
Civ 392
1%5R v West Sussex Primary Care Trust ex parte RO€8] EWHC B15 (Admin)
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4.4. Conclusion of the chapter

In this chapter | have attempted to demonstrateEhglish courts’ case law in
health care litigation can be divided in two stag@se before the cazhild B**°, when
courts presumed that health authorities were makiregright decision in terms of
setting priorities for the use of scarce resour@ed were unwilling to demand and
scrutinize the reasons for the administrative deess And the other aftehild B**’, in
which courts tended to be less deferential andestaio expect health authorities to
demonstrate that their decisions on the generatypas well as its application in
individual cases were based on fair and rationatars, given the evidence available.
There was a move from “Wednesbury unreasonablenesgsth allowed only a very
restrained judicial review, to “accountability foeasonableness”, which opened the

possibility for more activist courts (see Chart 2).

136 R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
137R v Cambridge Health Authority, ex gdB95] 2 All ER 129, [1995] 1 WLR 898
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The belief that a health authority was “doing tlestthe can with the financial
resources available to him” and thus cannot “bdtédun the matter”, as stated in the
caseHincks™® had no echo in English courts during this secstage. Courts became
more suspicious of health authorities and becankngvito scrutinize the decision
making process in detail. Courts started to demsauisfactory reasons to justify
rationing healthcare to patients and started tatisgze a policy’s underlying reasons
and procedures, as well as the application of thley to individual cases and the
review of that application in exceptional circunmstes. In some cases, as we have seen,
the court even adjudicated between competing exg@nions and, in others, ordered
the provision of treatments to patients.

The change is even more impressive if we consiugr ¢ourts in the second
stage were not only judging cases differently frthra first stage, but they were also
judging in a way that decisions in the first stagglicitly and unequivocally affirmed
they should not do. Thus “accountability for reamueness” became similar to a
demand for “synopticism”, which raised the burdéproof for health authorities.

Contrary to part of the literature that explainss tbhange by the fact that
rationing became more explicit, | have argued thatchanges in English courts’ case
law in health care litigation can be better expddirby broader changes that were
occurring in the English legal system and culturel,amore specifically, in the
institution of judicial review: the affinity betweaethe incorporation of the language of
rights and the demand for reasons from public atites. This point will be discussed

further in the next chapter.

8 R v Secretary of State for Social Services ande®sarte Hinck§1980] 1 BMLR 93
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The analysis of the English case-law provides &r@sting counterpoint to the
Brazilian case-law. Instead of making individualerests trump policy considerations
and give to courts the last word on controversiasutithe allocation of health care
resources, English courts preferred to demand andirsize health authorities’ reasons
for their decisions and make sure the procedurefammsMoreover, differently from the
Brazilian courts, English courts rarely ordered tteallocation of resources, but
commonly quashed decisions and referred back to deeision-maker for
reconsideration in light of the judgement. Thereravenly two cases Ros$* and
Gordorn*° - in which the Court decided that a treatment khbe provided before the
results of the health authorities’ reappraisal wienewn and only one in which the

patient’s needs trumped policy consideratioWatts*.

The difference between these two models for jubliai@rvention (Brazil and
England afterChild B**% in the allocation of health care is profound, @wdare the
different consequences that they have on theirese public health care systems in
terms of how health care is rationed. In Brazilt® force the public system to apply
the rule of rescue and hence keep rationing inpladthough as we have seen this
eventually prompted the creation of a new systemh&alth technology assessment.
English case law produced a different effect anddd health authorities to ration
health care at the NHS in a way that is along thesl of the standards of fairness

proposed by Daniels and Sabin. It is to this stbay | now turn.

139R v West Sussex Primary Care Trust ex parte R0€8] EWHC B15 (Admin)
190R v Bromley NHS Primary Care Trust ex parte Gor{2006] E.W.C.A. Civ 392
141 R v Secretary of State for Health ex parte Watts [2004] EWCA Civ 166
192 v Cambridge Health Authority, ex gdB95] 2 All ER 129, [1995] 1 WLR 898
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5. Health care litigation in England: the mutual impatocof litigation and rationing

In this chapter, | analyse in more detail the reteghip between health care
litigation and rationing in the National Health @ee. | argue that at the same time that
health care litigation was the reaction to a contexwhich rationing was becoming

more explicit, it also contributed to creating awdelerating this process.

The changes in health care litigation were paytiftie consequence of the
transformations in the way health care rationing weade in the NHS and perceived by
the public. However, at the same time, courts @lsyed a central role in making
rationing decisions in the NHS more explicit, aqass that culminated in the creation
of the institution that is now called the Natiohadtitute for Health and Care Excellence
(NICE). And more explicit rationing also had congences on litigation. In sum, there
is a mutually reflexive relationship between heahine litigation and the way healthcare

is rationed by the NHS.

The first section of this chapter describes thengka in health care rationing
in the NHS during the last 30 years. The secontysesthe connection between health
care litigation and the changes in the way NHSoretihealth care, considering that
latter was both a consequence of and a drivethffdrmer. The third and final section

analyses the impact of NICE on health care litatn English courts.

5.1. Rationing in the NHS: from implicit to explicationing
Initially, it is important to be clear that the aapt of explicit rationing has two

aspects whose difference is commonly overlooketienliterature. Analysts commonly
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use “explicit rationing” without making clear toetlieader what aspect of “explicitness”

they have in mind, and this can cause confusiomaisdnderstanding.

In one aspect, “explicit rationing” means that the&comes of the decisions
about the provision of health products and servaes clear and public, and hence
patients know what they can or cannot receive ftioenpublic health system. | will call

this aspect of explicit rationing hereafter “explabout what”.

The second aspect of explicit rationing means (hathe principles, criteria
and evidence underpinning decisions about the gimviof treatments are publicly
known; and (2) the decisions are made through ausive, transparent and
accountable procedure. This aspect of explicitorétig is similar to what Norman
Daniels and Charles Sabin calls accountability remsonableness, which relies on a
transparent, participative and public procedure ‘amgists on being explicit about the
grounds for decisions once those grounds have deldrerated about in the context of
a specific case” (Daniels, 2009, p.135). | willlehls second aspect of explicit rationing

hereafter “explicit about why and how”.

This clarification is important because these tworfs of explicitness do not
necessarily come together. Authorities may publiahynounce the results of their
deliberations without necessarily sharing the reassnd procedures for their decisions
(Daniels, 2009, p. 109). Thus, treatments can l@igy denied to patients (“explicit
about what”) without disclosing the reasons thatify this decision or the procedure
through which it was reached (“explicit about whiydahow”). This distinction is
important in this chapter because it helps us tetstand the different stages in the
process from implicit to explicit (in both aspects)the NHS and will also assist in

avoiding misunderstandings when analysing the @mite of courts in this process.
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The literature on health care litigation in Englasdconsensual in affirming
that in the beginning of the 1990s the transitioont implicit to explicit rationing
began. However, this literature does not alwayseradar that there was a second step,
from being “explicit about what” to being expliciabout why and how”. And this
second step is what makes the English case ditfereromparison with other countries
and it is therefore one of the reasons it is wodhgtudy for the purposes of this thesis.
The landmark for the second step was the creafidheothen called National Institute
for Clinical Excellence in 1999, not coincidenthspired by the idea of “accountability

for reasonableness”.

5.1.1 From implicit to explicit rationing “about \at

The NHS, like any other health care system in tbddy always had to restrict
access to healthcare. For many years this restrittiok the form of implicit rationing,
which means the public are not informed about tt@nemic reasons underpinning a
decision to deny treatment aral,fortiori, are also ignorant about the principles and
methods used to include or exclude health caréntexsts. Rationing decisions were
mostly hidden in clinical appraisals made by ptawmiers who were aware of the
budgetary constraints set by central governmergi(KiL997, p.85; Doyal, 1997, p.139,
p.7; Klein, Day & Redmayne, 1996, p. 42). Doctaatianed by telling patients that
nothing else could be done to benefit their headtby managing waiting lists (deciding
which patients are admitted, when and for how |laagfer than saying explicitly that
treatment could not be provided because resourees not available or were to be used
for other priorities (New & Le Grand, 1996; Coas997, p.149; Aaron & Schwartz,

1984).
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The NHS, through a technocratic paternalism grodratea “deep reservoir of
deference to doctors”, was able to dampen dowremiati expectations and this made
implicit rationing sustainable for many years (N&w.e Grand, 1996, p.6). According
to New & Le Grand, universal and comprehensivethesafstem can sustain a scheme
of implicit rationing as long as patients’ demarahgl expectations do not exceed the
supply the health system can offer by too greatgmaiNew & Le Grand, 1996, p.8).
Implicit rationing, by keeping demand for healtlrecdow through limited information
and the withholding of facts, shielded rationingcid®ns from public opinion and
patients and thus curtailed pressure on healthoatids (Klein, 2006, p.213; Spiers,

1999, p.6).

The reasons for maintaining such scheme are obwatisning healthcare is a
politically sensitive issue and thus no authoritgnis to do it or at least admit to do it
(Newdick, 2004, p.47). Implicit rationing was toornwvenient for politicians and health
authorities to be changed, unless the costs oftaiaing it become much higher than

those of changing it.

But it also resulted in the allocation of scarcgorgces in a way about which
the public and patients were poorly informed (Spidi996, p.5). Decision-makers did
not have their choices monitored and were not atedle for the way in which public
funds were distributed to fulfil patients’ needshiealthcare (Sheldon & Maynard, 1993,
p.5; Klein, Day & Redmayne, 1996, p.67). There ak® a lack of information about
cost-effectiveness, and thus the marginal beneafitd costs of healthcare practices
(including opportunity costs) were unknown (SheldoMaynard, 1993, p.10). All this

probably made the NHS much less efficient and maofair than it could have been.

179



This implicit rationing scheme started to becomsustainable in the 1990s.
The reasons for the erosion of the implicit ratngnischeme in the NHS, although

interrelated, can be divided into two groups: t&itutional and the social.

Institutional reason

The institutional reasonwas the 1991 Health Reform, which created the
provider-purchaser split and introduced the intenmarket into the NHS. The purchaser
— mainly the local primary care groups — gainedaomy and became responsible for
determining the local priorities in health careypsoon through the signing of contracts
with providers in which the services that shouldpvevided to the population were

selected (New, 1997, p.80; Klein, 1997, p.85).

Subsequent to the reform, a group of health autesrannounced that they
would cease purchasing certain treatments andsotetermined that some procedures
would be restricted to a cohort of patients or pted only in exceptional cases (Klein,

Day & Redmayne, 1996, p.68; Locock, 2000).

One of the consequences was that “the veil has bited” (Klein, Day &
Redmayne, 1996, p.67). The health reform made lgisiat some services would not
be provided and also who was responsible for tdesesions (Syrett, 2003, p.718) and
was the first step towards explicitness “about Whaationing became explicit “about
what” because it was clear that the decision byealth authority not to provide a
treatment could not be based solely on clinicalsoea since other local health

authorities were providing the same treatment.
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The uneven provision of healthcare according topgagents’ area of living
rather than their needs came to be known as thst¢pde lottery”. Rationing became
more visible in the sense that the public was naara that the provision of healthcare
was not only a matter of a treatment’s capacitpeoefit the patient, but was also a
matter of a policy choice about how to allocateceaesources. The “postcode lottery”
made the public aware that there was a link betwgarernment decisions about

priority and the basket of services available thividual patients.

The “postcode lottery” was noted by the media aases in which patients
were denied a treatment that patients in othersamgare receiving were highly
publicized (Coulter, 1999, p.122; Klein, 2006, BR1Some famous cases in which the
postcode lottery was made especially apparent weseuneven provision of Beta
Interferon and in vitro fertilization among locagddth authorities. Press stories about
these shocked a public opinion accustomed to kelibat the NHS was an equitable
service and that there was no rationing in thethesistem (Coulter, 1999, p.122-123)
and so had the effect of putting NHS rationing siecis under rigorous scrutiny on a

regular basis (New, 1997, p.80).

The internal-market (and the veil it lifted), coeg@lwith the publicity given by
the media in cases when treatment was denied, ggsigely stripped the mystique of
the medical profession under which rationing decisi had previously sheltered.

Doctors started to be also seen as non-clinicalagens (Sheldon & Maynard, 1993,

p.4).

The variation in the provision of healthcare wad tlee only reason for
concern. The variation in the criteria used to makgoning decisions was also

worrisome. The fact that treatments were unevealghmased by different but adjacent
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public authorities also made clear that health @ities had no clear and systematic
criteria for deciding the treatments to be providegatients and that information was
kept suppressed from the public (Spier, 1996, @.A6- This indicated a lack of
coherence and consistency of principles and aiterithe allocation of health care
resources (Lenaghan, 1997, p.125-126; New & Le rda896, p.12; Klein, Day &

Redmayne, 1996, p.124).

Thus, using the conceptual distinction between tine ideas of explicit
rationing, it can be affirmed that the internal kedrcreated by the health reform
(coupled with media publicity) was a driver for nrak explicit what treatments would
be excluded or restricted by the NHS. However ethgicitness “about what” to ration
was not immediately followed by the explicithes®dat why and how” rationing was

made.

Social reasons

As already seen, implicit rationing depends onttimuglinical judgments made
by doctors and on limited information accessibl@atients: patients should be willing
to accept doctors’ diagnosis that no further trestincould benefit them, instead of
trying to search for different opinions or new treants. However, in the 1990s,
patients started to be less passive in acceptiagkihd of information concerning their

health (Newdick, 2004, p.51).

Even though this is partially explained by the itagional change that “lifted
the veil” of implicitness, there are other reasdihat may help to explain citizens’

change of attitude towards access (or the lack ¢d health care. And these reasons are

182



not exclusive of the English health system siney fled to a growth in the pressure for
access to health care all around the world, whidiin has provoked a reassessment of
implicit health care rationing schemes in many d¢oas (Sorenson & Chalkidou,

2009).

A society with higher living standards will havegher expectations especially
when pharmaceutical companies are creating andatilagkan ever expanding menu of
what it is technologically possible to do in heatidre (Klein, 1999, p. 2; Stevens &
Milne, 2004, p.12; Sorensen, Drummond & Kanavo)&0 Better educated, better
informed and less acquiescent citizens with a veiday of treatments available will
increase demand on the public health system andehendermine the equilibrium
between patients’ expectations and healthcare fimvithat sustained an implicit
rationing system. This is a phenomenon experienbgdmany developing and

developed countries (OCDE, 2006; Sorensen, DrummoKdnavos, 2008).

The development of new medical technologies haatetea steady expansion
of health care needs over the past 40 years. Healiditions that were considered
untreatable are now finding suitable treatmentarasffect of the development of costly
new medical technologies (Fleck, 2011, p.157; Galta, 2011, p. 152; Steven &
Milner, 2004, p.12), which have raised patientspeotations to be treated with the

latest and best the medical industry can offer.

These expectations are also fuelled by pharmaetutompanies that
discovered in health treatments a profitable magket so have kept investing in the
production and marketing of new products to doctmd never-satisfied consumers
who are always aspiring for a longer and betterliguaf life. In some cases, the

demand for a drug comes directly from the patieewgn when doctors are convinced
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that the treatment is ineffective and expensivdas Tan be partially attributed to the
marketing strategies of pharmaceutical companiese@ & Irvine, 2003; Goldacre,
2012). Apart from the marketing aimed at doctorsl gratients, pharmaceutical
companies will also pressure governments to seit thwn products to the public health
system through lobbying, public campaigns, mediefiog, and (as we have already
seen particularly in Brazil) litigation. They claitmat their products are not being

offered for budgetary reasons and challenge thtezons whenever possiife

Furthermore, the Internet can easily diffuse infation about new treatments
and use of it makes it easy for patients to be mdermed about their own diseases
and the existing treatments, providing them witheotsources of information apart
from their doctors. This reduces the conformitydetisions made solely on the basis of
medical authority (Daniels, 2009, p.134; Spier96,$.5; Ham & Pickard, 1998, p.33).
For example, in the casBogers** andOtley**it was reported in the decisions that the

patients were demanding treatments their relafvesd online.

In England, the influence of the media is also ipalarly relevant. If the
impact of media in reporting rationing cases wasosit negligible in the 1980s and did
not represent a source of pressure on the NHS (A&arSchwartz, 1984, p. 110), from
1990s they started to play a central role. Thetergst in rationing cases is not only
restricted to cases in which there is “postcodeéetgt, but includes other stories in
which needs were unmet and treatments that cowdabty benefit patients were

denied because resources were scarce (Lenaghaf),N&& & le Grand, 1996, p. 29).

143 For a broader and critical view of the pharma@alittompanies’ market strategies, see Goldacre
(2012) and Angell (2005).

144 R v Swindon NHS Primary Care Trust, Secretary afeSor Health ex parte Rogef2006] EWCA.
Civ 392.

1SR v Barking & Dagenham NHS PCT ex parte Of@§07] EWHC 1927 (Admin)
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And these headlines cause a significant impactuinigopinion for the tragic choices
they make public (Mullen & Spurgeon, 1999, p.3)pexsally when presented in a
“melodramatic style” (New, 1998, p.4). Besides #teries of denied access, media
coverage of the latest discoveries in health teldgyoalso brings to the population
information about new treatments, contributing taise in patients’ expectations and
creating extra pressure on doctors and the hewdtiera for using technologies where
the effect or cost-effect is yet to be assesseds@Wiet al, 2008; Goldacre, 2012,

chapter 6).

Other causes of the rising demand for healthcaeetla® demographic and
epidemiological transitions. Longer life expectasoand the development of medical
technology that transforms acute diseases intonahirdiseases are increasing the
pressure on health care spending. People are osing health care, for a higher price
and for a longer time (Callaham, 2011, p.115; Geip& Barnato, 2011; Steven &
Milner, 2004, p.12). The result is that new teclgads, especially for the treatment of
chronic diseases and terminal patients, are byhiammain driver of the increase of
health care costs, in spite of frequently offeroxdy marginal benefit (Callahan, 2009;

Chalkidou, Lopert & Gerber, 2012; Okunade & Murt@902).

In sum, implicit rationing in the past was feasibkecause patients knew less
and doctors had less to hide from them, whereasin@anmpossible to make patients
believe that there is nothing else that can be dorteat what is being offered is always
the best that medicine can do. Patients have eassss to an enormous amount of
information about the advances of medical technpldlgat makes many more
treatments available. They are also more willinghallenge clinical decisions denying
treatment and to be more assertive in demanding ishdenied to them (Klein, 2006,
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p.214), occasionally via judicial means (which wi# discussed in the next sections).
Patients also started to organize themselves issocaations to spread information
about diseases and treatments, and also to pusupeesn the government for the

incorporation of treatments they consider important

Rationing has become explicit “about what” becaube progressive
development of new health technologies coupled withetter informed and more
demanding population made the demand (expectationg)ublic health outpace the
health system provision capacity. This made imjgabte the application of implicit
rationing in the way the NHS used to do before 1880s. The consequence of the
panorama described is that health authorities \weesedilemma between choosing ever
heavier economic costs of providing new and expensieatments or ever greater
political costs for not providing them, or perhdpsving to bear both costs together

(Klein, 1999, p.1).

5.1.2. From explicit rationing “about what” to eiqil about “why and how”

As seen in the previous section, patients and pualginion became aware that
the public health system denies treatments for cem$ons. Moreover, they are also
willing to put pressure on health authorities comnhg about the exclusion of

treatments.

The response to the problems brought by explitibmang “about what” was to
try to make health care rationing “explicit aboutyand how”. It started with the effort
of local health authorities to provide better stifengrounds for their decisions. If the

medical mystique was being challenged, then cadisicientific technology had to be
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used to justify rationing decisions (Sheldon & Masah 1993, p.13). The Department
of Health also showed a clear and growing enthosifag “evidence-based medicine”
so as to identify and exclude procedures and teatsnthat were not cost-effective
(Klein, Day & Redmayne, 1996, p.53). In the NHS Mgement Executive 1994, the
Department of Health had urged local authoritiesbse purchase decisions on

evidence of clinical effectiveness.

Local health authorities felt the need to providettdr reasons for their

B®, Given that there will

decisions after some high profile cases, sucheasabkeChild
often be controversy over tragic choices in healile, those responsible for making
decisions felt compelled to demonstrate that thay followed due processes and had

been rigorous and fair in arriving at their deasigHam, 2000, p.113).

Ham & Mclver (2000, p. 55-56) analysed health artles’ rationing
decisions made aftehild B"*’ and reached the conclusion that local health aitigmr
when faced with difficult choices, had tried to mlecthrough a more complex process —
involving external advisors and the establishmérmoonmittees — and tried to apply an
explicit priority-setting framework by using cleand standard criteria against which

services and treatments could be assessed.

The problem was that there was little informatioaikable to health authorities
on treatments’ cost-effectiveness and hence thityjoé the information provided by
them was not satisfactory (Pickard & Sheaf, 199%4)p Local health authorities’

failure to provide information for justifying thexelusion or restriction of treatments is

196 R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
14TR v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
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also explained by their lack of expertise in pradgcevidence-based decisions (Klein,
Day & Redmayne, 1996, p.123). For example, in tage€hild B"*®the then Chief
Executive of Cambridge Health Authority complairezbut the “invidious position” in
which he was put because he had to make diffi@disibns without any guidelines to

help (Pickard & Sheaf, 1999, p.48).

Cost-effectiveness analysis depends on scientificewonomic expertise and is
time and resource consuming. It would be too bwsdere for each local health
authority to provide a comprehensive and well doenat®d assessment for each
treatment claimed. This would lead to unnecessapjichtion of efforts and an overall
confusion and inefficiency in the system (SheldoMé&ynard, 1993, p.12). Moreover,
the post-code lottery would still persist sinceteaealth authority had its own criteria

and method, and therefore drew different conclusfoom the assessments.

The use of ambiguous, obscure or conflicting detdsy health authorities
when assessing competing claims on resources didetwin making rationing explicit
“about why and how”. Consequently, it did not hed@voiding economic, political and
judicial pressure on the health system caused plicéxrationing “about what”. The
NHS still lacked clear and consistent processes @imtiples for making rationing
decisions. There was no uniform, transparent ationa method by which to compare

the benefits of different treatments for differeebple (Spiers, 1999, p.59).

Thus, this situation created pressure for buildmghe NHS a stronger lead
from the centre for deciding about rationing, caeating technology information

analysis and creating nationally agreed standatdaigsbaum; Holmstrom & Calltorp,

198 R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
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1997, p.68; Sheldon & Maynard, 1993, p.12). Th&t fiase in which the Department of
Health made a decision on banning a treatmentarNtHS was the banning (except for
patients who suffered from some predisposing canjitof Viagra (Dewar, 1999,
p.139) (this case will be discussed further in tlext section). The decision was
considered an important landmark in the historthefNHS because it suggested for the
first time that the Department of Health recogniteel inevitability of rationing and, on
top of that, grappled with the problem in a publiay (Dewar, 1999, p.143; Abbasi,
1999). Viagra was a drug whose effectiveness wasmoubt and there was evidence
that it was even more cost-effective than otheatinents available at the time (Klein,
2002, p.178). The Government’s Standing Medicaligaly Committee, the committee
consulted by the government for advice on the &dizer*® affirmed that there were

no medical reasons for refusing to make Viagralalks for prescription in the NHS.

Thus, the Department of Health justified the ban lmsing it on the
consideration that the benefits of Viagra did ndtify the cost of supplying it for all
the patients to whom it could be prescribed. Irs ttase, the problem was not only
scarcity of money, but also of information. The idemn was criticized because there
was not a clear set of evidence-based reasonatfoning Viagra (Dewar, 1999, p.143;
Crisholm, 1999). The controversy around this cagach included a lawsuit filed by
the pharmaceutical company who owned the patetheofirug (which | have already
discussed, in Chapter 3), showed to health autbstibhat they needed to be more open
and to provide better arguments to justify ratignineatments (Dewar, 1999, p.149;

Smith, 1999; Crisholm, 1999; Locock, 2000).

19R v Secretary of State for Health ex parte Pfizer [2002] EWCA Civ 1566
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In sum, healthcare rationing has put a lot of presen politicians and health
authorities. They have had to deal with the probtdrfpostcode lottery” and also had
to find good reasons and a legitimate procedureestrict patients’ access to some
treatments based on economic grounds. The pubBcaware that rationing existed and
not addressing this issue was becoming less mlitiexpedient than tackling it

directly (King & Maynard, 1999).

The then new Labour government issued in 1998 wsultation documents
recognizing the challenge raised by rationing amdicating a strategy to deal with it:
The New NHS: modern and dependadhel A first class service: quality in the new

NHS

These documents recognized that the NHS was “fatioge challenges than
ever’. These challenges came from, among othesesawgreater and faster medical
advances; better informed and more demanding pugieing population; undermining
of the public confidence in the NHS prompted by thestcode lottery”; lack of any
coherent assessment of which treatments work begiatients; and because the NHS
had never been sufficiently open and accountaletahe quality of its services. These
documents also stated that geographic variatioimenprovision of healthcare service
was unacceptable and should end. Moreover, theymaid that clinical decisions
should be based on the best possible evidencefaiftigéness, that high quality and
cost effectiveness (“value for money”) are “twoesdof the same coin”; and that the

government should provide new tools to ensurettiegt are achieved.

Finally, the proposal for the creation of the Na#b Institute for Clinical
Excellence (NICE) was set forth by the documenke ilea was to create an institution

able to “produce guidance for clinicians about whieatments work best for patients”
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and to “assess new drugs, treatments and devicesth@r clinical and cost-
effectiveness”. The creation of NICE was suggesichuse the guidance provided by
the NHS so far was either confusing or insufficismguide local staff about the use of
new technologies. NICE was aimed at creating a remitenational system for the
appraisal of new technologies, in substitutiontfar plurality of bodies that made this
kind of analysis using different methods, varialgeality and which sometimes
duplicated efforts and created confusing evidehaewas not suitable to help clinicians
and local health authorities. NICE was eventuadiyaklished in 1999 as an independent
special health authority (since 2013, it has beemxecutive non-departmental public

body).

The creation of NICE represented the recognition gwjiticians that a
centralized, national, more rational and transpgareechanism for deciding on priorities
was necessary (Coulter, 1999). Not surprisingly RN#CGuide to the Methods of
Technology Appraisaaffirms that “it is essential that the evidencel amalysis and
their interpretation are of the highest standard are transparent to scrutiny” (NICE,

2008 B).

Besides the official justifications for its creatioNICE was also a strategy to
protect politicians and the NHS against the unpappblitical cost of rationing health
care (Klein, 2006, p.214; Klein, 2010, p. 390; Jor& Irvine, 2003, p.25). If the
advance of new and expensive health technologiede nnationing more than ever
inescapable, the creation of an institution aimédp@viding scientific appraisals
conducted by a board of experts would narrow pbsbibated political debate into ones
of technical analysis. According to Klein (2002,1582) and Syrett (2002, p.729), NICE
was an attempt to depoliticize the issue by invgkhe expertise of neutral specialists.
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Since its creation, NICE has passed through maaygds, including in its
name. NICE was born the National Institute for €l Excellence; in 2005 it became
the National Institute for Health and Clinical Ekeace; and, most recently, the 2012
Health Act changed its name to the National Insitior Health and Care Excellence.
Although the acronym was kept the same, the chaimg® institute’s name reflected

the increasing number of functions assigned to NICE
NICE is currently responsible for the following iadies:

a) Health technology assessment (technology
appraisal): provides guidance on the use of health
technologies based on clinical and cost-effectigene
analysis;

b) Clinical guidelines: provides guidance on the
appropriate care and treatment for people with iipec
diseases or health conditions based on treatmelmgal
and cost-effectiveness analysis;

C) Interventional procedure: provides guidance on
efficacy and safety of interventions that invohergering
the body by making a hole, via a body cavity, or
electromagnetic radiation;

d) Public health: provides guidance on promotion of
healthy life style and prevention of diseases based
effectiveness and cost-effectiveness of public theal
activities;

e) “Medical  Technologies  Evaluation” and
“Diagnostic Assessment” programmes: review of madic
technologies and diagnostic agent according to r thei
efficiency and cost-effectiveness;

f) Social care guidance: provide practical support to
practitioners working in children's and adult's iabc
services, and people that use these services axd th
carers.

NICE has adopted four moral principles: respect datonomy (respect for
patients’ choices); non-maleficence (not to inflisarm); beneficence (to benefit
individuals); and distributive justice (to provideervices in a fair and appropriate

manner) (NICE, 2008).
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Distributive justice is probably the most innovatignd interesting aspect of
NICE in terms of institutional experience. The inge affirms that it will emphasize
“procedural justice”, which means that “the proessky which healthcare decisions are
reached are transparent, and that the reasonsefalecisions are explicit” (NICE, 2008,
p.9). According to the first chairman of NICE, Madil Rawlins (2013, p.S13), and the
documentSocial Value Judgments: Principles for the Develept of NICE Guidance
(NICE, 2008, p.1Q)procedural justice was explicitly inspired by Ddsiand Sabin’s

theory of “accountability for reasonableness”, whencompasses four characteristics:

a) Publicity: decisions on the allocation of resource
and the grounds for reaching them must be madegyubl

b) Relevance: the grounds underpinning the decisions
must be relevant in a certain context and accepthpl
fair-minded people;

C) Challenge and revision: the procedure should offer
opportunities for challenging decisions and a fpansnt
system should be available for revising decisidnsew
evidence becomes available;

d) Regulatio’®® NICE has to be accountable to the
public for its reasonableness and citizens shoaic tthe
opportunity to be involved in decisions about the
allocation of scarce resources within the NHS.

Procedural justice is also composed of severakimies that ground NICE’s
guidance (NICE, 2008, p.13-15; NICE, 2013A, p.2Qientific rigour regarding the
evidence and the methodology used; inclusivenesslloparties with a legitimate
interest in the guidance; transparency concerniegjstbns and the reasons for the
decisions; independence of the experts responibkbe decisions; right of consultees
and stakeholders to challenge decisions (appeadiew to incorporate new evidences;

support for local health authorities for implemegtithe guidance; consideration of

%0 Daniels and Sabin name the last principle “Enforeet”, but the content of this principle is the sam
as the one NICE called “Regulation”.
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social values and equity; and timeliness withouhpmmising quality.

For what concerns this thesis, the health techiyolmsessment is the most
important aspect of NICE's work and one that wilsdrve more attention in this
section. The process for the assessment of heattindlogies encompasses three
stages: scoping, assessment and appraisal. Atctiyigng stage NICE defines the
questions that will be addressed by the technofgapraisal. The assessment process is
undertaken by an independent academic centre arariposed of a systematic review
of the relevant evidence available about the teldgyoand an economic evaluation of
its cost—effectiveness for a specific indicatioheTappraisal process is undertaken by a
‘technology appraisal committee’ whose members (Nst8ff, relevant academic
disciplines, pharmaceutical and medical device strieks and lay members) are
appointed by NICE and is responsible for analysing interpreting the “assessment
report”. This committee’s role is to make recomnediwhs to NICE regarding the
clinical and cost effectiveness of treatments fee within the NHS. Finally, after a
process of consultation with the possibility of eplp guidance is issued by NICE. Once
a drug is recommended by NICE’s health technolagpessment, then its provision is
compulsory in the NHS and it becomes a right of phaéent to receive it (see NHS,

2013; NICE, 2013B).

NICE makes use of QALY (Quality Adjusted Life Yept® analyse health
treatments’ cost-effectiveness. Based on this naetlogy, drugs that do not prove to be
sufficiently cost-effective do not have their preion recommended. NICE established
thresholds based on cost-effectiveness to determvimether a treatment should be
recommended for provision within the NHS. Treatrsemhose cost per QALY gained
is less than £20,000 are recommended, whereas dbose this value but cheaper than
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£30,000 should only be recommended if there aevagit factors that justify this. If the
cost per QALY is more than £30,000, the treatmefitnet be recommended unless an

even stronger case for supporting it can be matteEN2013B).

The idea behind NICE was to create a central, bledand independent
institution able to make explicit rationing “abouby and how” by being clear about the
criteria for the decisions taken with high techhpaality and through a transparent and
inclusive process. In other words, NICE was a potiesponse to a context in which
implicit rationing was becoming progressively urtausable; explicit rationing “about
what” was raising the political costs for politinand health authorities; and the local
solutions for making rationing explicit about “wlaypnd how” were not coping with the

problem properly.

There is some controversy about whether NICE wasfficient response for
the problems it aimed to tackle. NICE was unableltminate completely the problem
of postcode lottery and the uncertainty about th&-effectiveness of some treatments
for several reasons. Firstly, as expected, NICEh@eioc and human resources were
insufficient to appraise every health technologgikable. Most existing treatments will
not be evaluated by NICE, especially when the nurabeew treatments increases year
after year. Secondly, health technology assessmentong process but many patients
have immediate needs and cannot wait for the NIGHagce to be published. Thus the
demands for the treatments not assessed by NICHEorowhich an assessment
conclusion is still pending (the so-called “NICHEghIt") is a source of pressure on
health authorities. Thirdly, there is also the peab of implementation. Once a
treatment is considered cost-effective and a recendation is issued by NICE, it has
to be offered by local health authorities. Howeubgere is a problem of compliance
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with the guidance since even treatments that aseeaftective can be very expensive
and cause a significant impact on local health @ittbs’ budgets. Thus, the problems
of postcode lottery are raised again in cases ictwihmere is no guidance or when there
is uneven compliance with NICE’s guidance (Syr&f03; Klein, 2010, p. 393;

Rawlins, 2012).

Lastly, there is also an issue of credibility, ipdedence and transparency
sparked by cases in which NICE reviewed its ownragpls and criteria after the
pressure of interest groups, politicians and pubfmion (Syrett, 2003, p.724-725;
Poole, 2008; Klein, 2010, p. 391). That calls igteestion whether NICE has been able
to shield rationing decisions behind scientific amabnomic evidence. If not, then the
problems of legitimacy for rationing decisions ath@ political pressure that it may

create may not be adequately tackled by the Inst{®yrett, 2003).

In conclusion, explicitness “about what” in the NM@&s not a policy that was
entirely desirable to politicians and health auities since implicit rationing could do a
better job in decreasing the economic and polificaksure on them. On the other hand,
explicitness “about why and how” was a policy defdétely developed to deal with
problems raised when patients became aware thgt dbeld have more and were
willing to claim it through many channels, includifitigation. This is the topic of the

next section.

5.2 Explicit rationing and litigation
This section will analyse the relation between iEkplrationing (in both
senses) and heath care litigation in England. niiscated in the introduction to this

chapter, | will try to show that the interactiontween explicit rationing (“about what”
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and “about why and how”) and litigation exists dhdlt it goes both ways, which brings
evidence to the theory that judicial decisionsiafleenced by the very context that they

help to create (Sunkin, 2004, p.67).

Firstly I will discuss the argument that it was keip rationing that caused
health care litigation and a more activist roleodirts. | will argue that this argument is
incomplete because it overlooks the different aspetexplicitness (“about what” and
“about why and how”) and ignores how litigation y#d an important role in the
process of making rationing more explicit (in benses), which is the argument | will
secondly advance. Thirdly, | will argue that explrationing about “how and why”, in

its turn, has also had a significant impact onthezdre litigation.

It is important to make clear that this chapterl wibt try to determine any
strong causality between litigation and explictioaing or vice-versa, in the sense that
one was necessary and sufficient for changing therolts ambition is only to show
that health litigation interacted with other infhees that altogether prompted explicit
rationing “about what”; helped to create a contiexthich there were incentives for
decision-makers to create mechanisms for expletiioning “about why and how”

which, in its turn, impacted back in the healtheclitigation phenomenon.

5.2.1 Has explicit rationing prompted litigation?

As indicated at the beginning of this chapter, mamgunderstandings may
arise if the two aspects of “explicit rationing™about what” and “about why and how”
— are not clearly distinguished. This is especialle in this section, where | try to

analyse the argument that explicit rationing praedgiealth care litigation.
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Some commentators affirm that the increase in tmaber of cases and the
change from judicial deference to a hard look seyubf rationing decisions was
prompted by the move from implicit towards explictioning in the National Health
Service (Syrett, 2004, p.297; Syrett, 2007, p. 1Syrett, 2009, ch.6; Syrett, 2011A,
Jackson, 2010, p.77; Newdick, 2004, p.93). Accaydmthis argument, the collapse of
implicit rationing raised legitimacy problems foedith authorities and led to the more
frequent use of courts as a mechanism for chalgngow visible rationing decisions.
The more people know that they are being deniedrrent, the more they will litigate.
And the more judges know about the reasons whyniess#s have been denied, the
harder will be their scrutiny. Conversely, if rating is implicit the legitimacy problem
is much less prevalent because the exercise a€alijudgement serves to obscure the
moral conflict inherent in the decision and thex@&o public expectation that rationales
will be provided for decisions to deny access &atiment and service (Syrett, 2009,
p.166).

At first sight, this argument seems to be plausgen the fact that in England
there is a correlation between explicit rationimgrease in litigation and a more activist
role of courts. This could be evidence that thogeiag that litigation is a side-effect of
explicit rationing are right. Moreover, the case+ldhows that the awareness of
postcode lottery and the easier access to infoomatvhich impaired implicit rationing,
were the reasons behind many of the judicial cldon&ealth care.

The “postcode lottery” injustice was argued in saveases —Seale™’;

Fisher®?; Rogers®®; Murphy™* A and other§ and Ros$>® — to undercover the

151 R v Sheffield Health Authority ex parte S§a@94] 25 BMLR 1
1322 v North Derbyshire Health Authority ex parte Fisf1997] 8 Med LR 327
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inconsistency of the health policy and to call inp@estion the reasons underpinning
rationing decisions. The patients’ eagerness far teehnologies and the easier access
to information clearly motivated most cases. Pasi€ar their relatives) were aware of
the existence of treatments abro@dhi{d B*’, Watt$>®), found treatments that could fit
their needs on the internd®dggers>® andGordornt®), and were claiming drugs that had
not yet been assessed (see chapter 3). Pharmateattiopanies were also active in
challenging rationing decisions, especially agabKEE (Pfizer®’, Eisat®? Serviet®
and Bristol-Myers®).

It is true that people were litigating and questignmore because they knew
more and this is reflected in the case-law. Indésete would be no litigation if patients
did not know they were being refused treatment tfmatid potentially benefit them.
Hence, from this perspective, the literature isirig affirming that health litigation and
hard look scrutiny were prompted by explicit ratian

However, | argue that this argument would only lmerect if by explicit
rationing these commentators mean explicitnessutldnat”. If explicit rationing is

used in the sense of explicitness “about why and”hthen the argument would be

133 R v Swindon NHS Primary Care Trust, Secretary afeSor Health ex parte Rogef2006] EWCA.
Civ 392
1% R v Salford Primary Care Trust ex parte Murd2@08] EWHC 1908 (Admin)
%R v North West Lancashire Health Authority, ex @atand Other§1999] All ER (D) 911
1% R v West Sussex Primary Care Trust ex parte Re€8] EWHC B15 (Admin)
157 R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
18R v Secretary of State for Health ex parte W@@94] EWCA Civ 166
1%9R v Swindon NHS Primary Care Trust, Secretary afeSor Health ex parte Rogef2006] EWCA.
Civ 392
1801 v Bromley NHS Primary Care Trust ex parte Gor{2006] E.W.C.A. Civ 392
161 R v Secretary of State for Health ex parte Pfizer [2002] EWCA Civ 1566
%2R v National Institute for Health and Clinical EXemce ex parte Eisai Limitef2007] EWHC 1941
(Admin)
183 R v National Institute for Health and Clinical EXemce & Anr ex parte Servier Laboratories Limited
[2010] EWCA Civ 346
%4 R v National Institute for Health and Clinical EXemce ex parte Bristol-Myers Squibb
Pharmaceuticals Lt{2009] EWHC 2722
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wrong because it was not explicit rationing that Eenglish courts to require more
transparent and reasonable decisions from heatkio@ties. It was rather the opposite:
it was the harder scrutiny of courts in the contgotationing decisions that contributed
to force health authorities to provide clear andngparent reasons through an
accountable procedure.

By analysing the cases chronologically, it is polssito observe that the
detailed scrutiny on rationing decisions came heefoore explicit rationing. Cases in
which decisions not to provide drugs were quashezhlse, according to the judges
themselves, health authorities could not bring geagons before courts. In many cases
the health system was clearly lagging behind im$eof the quality of decision making
they could demonstrate and what courts were exgedtom them. As judged in the
case Gordon'®®, health authorities’ decisions had to be “grappteith explicitly”.
Moreover, in many cases after the introduction dCE courts highlighted the
importance of this institution in making decisiamncerning health care allocation that
would be legitimate before courts. Courts were ekpg better reasons and were
willing to respect the decisions when health aduttesr could demonstrate that they had
made the best decisions given the circumstances.c@ke-law shows that the more
rigorous the scrutiny made by courts, the morenegfiare the justifications for policy
choices made by health authorities. Health autlesriteacted by incorporating the
courts” considerations into the decision-makingcpss in order to avoid future
litigation and that explains the increased compyeixi the courts’ analysis of the cases

and claimants’ argumentation.

' R v Bromley NHS Primary Care Trust ex parte Gorf06] E.W.C.A. Civ 392
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Even if this argument is narrowed merely to meat kkigation was caused by
explicit rationing “about what”, it would be coriteaut still incomplete because it would
fail to take into consideration that courts playedimportant role in making rationing
explicit “about what”. The publicity of some highrgfile cases that reached the
newspapers and were part of the public discussdotributed to eroding the feasibility
of keeping rationing implicit. Again, as we willesén the next section, courts were part

of the context they helped to create.

5.2.2 Litigation influence on explicit rationing

This section will debate the influence of healtheclitigation on the process of
explicitness (in both aspects) that culminatedhendreation of the NICE.

As already stated, courts were not a mere reflethefchanges in the way
rationing was being made by the NHS. Even thougfli@k rationing “about what” is
one of the reasons for the increased level of healé litigation and the less deferential
judicial review, this is not a one way causalityepbmenon. These are inter-related and
mutually reflexive phenomena and the latter (insee@ litigation and more activist
courts) also contributed to the former (explicitioning “about what”). Courts were
also one of the sources of pressure and contribigteitie movement from explicit
rationing “about what” to explicit rationing “abouthy and how”.

According to Pick (2001), judicial review can besessed in light of two roles
it may perform when reviewing administrative demns. It can be both a threat to the
administration because it undermines its decisibns,also a source of guidance for
legitimate and good practices. Accordingly, the audstration learns “to live with the

prospect of judicial review and, as it were, tocplahe prospect of litigation in

201



perspective” (Pick, 2001, p. 760; see also The singaSolicitor’'s Office, 1987, 1994,
2000, 2006).

I will try to show that this argument applies hetcase of health litigation and
two important cases show this process cle&@hild B*°®andPfizer*®’. | have selected
them because of the impact they have had on thehealyh authorities make decisions

regarding health care rationing.

It is important to make clear that | am not arguitgt litigation was a
sufficient or necessary condition for the changethée way health care is rationed in the
NHS. This argument would be implausible and diftido prove since there were too
many factors that influenced the process towargdiairationing. Litigation is one of
them within a ‘soup of influences’ on decision-maki As previous research on the
impact of litigation on bureaucracies has indicatemhe should be wary of
overestimating the role of courts since it is diffi to isolate the influence of judicial
decisions where decision-makers are continuoushctireg to multiple pressures

(Richardson, 2004; Sunkin, 2004).

The impact of courts may be clearer when it is aljréor instance, when
certain changes performed by the bureaucracy welered by a judicial decision or
when a policy is explicitly aimed at respondingaqudicial decision or a group of
decisions (this was the case of Federal Law 12140@ Brazil). On the other hand, it
would be much more complicated to prove the indinexpact of courts, for example,
when litigation provoked changes on the policy iempéntation in the context of

bureaucratic decision-making (Richardson, 2004143.Cane, 2004).

1% R v Cambridge Health Authority, ex fE995] 2 All ER 129, [1995] 1 WLR 898
7R v Secretary of State for Health ex parte Pfizer [2002] EWCA Civ 1566

202



The indirect impact of litigation is more difficuib track firstly because it may
be diffuse and informal (Richardson, 2004, p.1lat)d have influence on the less
accessible aspects of the government, such asnteenal and informal working
practices of departments, their management systath decision-making culture
(Sunkin, 2004, p.63). Secondly, the indirect impEqudicial review is not based solely
on the outcome of a judicial decision. What thert©gay and the publicity brought by
the case can be more influential than the decigemnse(Sunkin & Richardson, 1996,
p.90) As affirmed by Harlow & Rawlings (2007, p. 713Xhé& mere existence of
judicial review may influence future administrativehaviour” and the “shadow of law”

may prompt important changes in administrative sleos.

Nonetheless, in the case of health care litigatioEngland, there is enough
evidence to show the mutually reflexive relatiortveen litigation and the way the

public health system rations healthcare.

The case Child B°

As already seen in chapter 4, the dakéd B'®° is important because it was the
first in which a court quashed a rationing decisinade by health authorities (even
though this was overturned on appeal). Howeverpteaning of this judicial case goes
beyond this decision and also beyond the legalrsphe

The judicial dispute in this case was widely repdrby the newspapers and
gave explicit rationing “about what” an extraordyaisibility (Mullen & Spurgeon,

1999, p.3; Heginbotham, 1997, p.50; New & Le Gralfah6, p.1; Price, 1996, p.167).

1% R v Cambridge Health Authority, ex E995] 2 All ER 129, [1995] 1 WLR 898
'R v Cambridge Health Authority, ex fE995] 2 All ER 129, [1995] 1 WLR 898
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Child B'"° contributed to lifting the veil of implicit rationg for public opinion and
sparked an unprecedented national debate abooniragj which multiplied the pressure
on health authorities and politicians (Klein, DayR&edmayne, 1996, p.78; Pickard &
Sheaff, 1999, p.40).

According to some authors, the media interest anddise began with the court
case (Ham & Pickard, 1998, p.49; Entwistkeal, 1996, p.92). The legal case was on
the front page of all the national newspapers, wWes subject of many editorial
comments and was also prominent on television pragr(Ham & Pickard, 1998, p.49;
Entwistleet al, 1996). Some newspapers, especially tabloids, asipdd significantly
the financial reasons for denying treatment and ymaiticisms against doctors and
health authorities were made (Ham & Pickard, 19982; Watt & Entwistle, 1996,
p.153). The cas€hild B! also triggered media interest in other rationirapes
(Entwistleet al, 1996, p.127).

FurthermoreChild B'"? showed to those responsible for making tragic @®i
that they would be likely to be severely scrutidizand hence they had to show that they
were rigorous in assessing evidence and fair irosing the values guiding them to
their decisions (Ham, 2000, p. 112-113). This csts@wed the importance of a good
procedure to justify rationing decisions, and tinggpprovements were necessary to deal
with future cases (Ham, 2000, p. 116). Its lessiraged the way decisions were made

by health authorities.

"R v Cambridge Health Authority, ex fE995] 2 All ER 129, [1995] 1 WLR 898
'R v Cambridge Health Authority, ex fE995] 2 All ER 129, [1995] 1 WLR 898
2 R v Cambridge Health Authority, ex fE995] 2 All ER 129, [1995] 1 WLR 898
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Ham & Mclver (2000) made an in-depth analysis oheaationing cases after
Child B'”to research the changes in the way health aug®ntere making their
rationing decisions and whether these changes auere¢o the lessons learned by health
authorities inChild B'"*. They made extensive use of interviews in ordetryoto
understand the reasons and justification givendxysibn-makers.

They found that decision makers were unanimouseaognizing thatChild
B'"®hadtaught them that, in order to lend legitimacy teittrationing decisions, they
needed a better and more transparent procedurbaghtb provide better explanations
(Ham & Mclver, 2000, p. 72). A better explanatiaxcording to the interviewee,
encompassed the establishment of committees fdindeaith rationing decisions; the
advice of independent external specialists; a kefacmore evidence; a more detailed
look at the evidence; a deeper understanding oétifieal issues involved; an adoption
of appeal procedures; and more explicitness aleutriteria against which the claimed
treatments should be assessed.

This effort made by health authorities is explaitgdthe considerable media
interest in rationing cases aftghild B'’® when patients who were refused drugs were
constantly appearing in newspaper headlines, @nstg health authorities to explain
the basis for their decision to the public opin{etam & Mclver, 2000, p. 69).

Furthermore, fear of litigation was also a commygpl@nation for changing the
decision-making procedure. Finding reasons thatldvbe accepted by courts and the

public was a permanent concern in the cases ambbjgélam & Mclver. The fear of

' R v Cambridge Health Authority, ex fE995] 2 All ER 129, [1995] 1 WLR 898
* R v Cambridge Health Authority, ex fE995] 2 All ER 129, [1995] 1 WLR 898
> R v Cambridge Health Authority, ex fE995] 2 All ER 129, [1995] 1 WLR 898
18R v Cambridge Health Authority, ex gdB95] 2 All ER 129, [1995] 1 WLR 898
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litigation was caused by the experience learneth ftioe Child B*"” case and because
patients were now aware that judicial review wassgae and they were willing to go
to courts or at least to invoke the possibilityusing legal action to convince health
authorities to review the denial of treatment (H&riviclver, 2000, p.61). In one case,
the health authority received a solicitor’'s lets¢ating that she had advised her client
(the patient) to apply for a judicial review of thecision and that “leave has already
been granted in two similar cases against healthodties” (Ham & Mclver, 2000,
p.30).

The lessons learned fro®hild B'"®exemplify Sunkin’s (2004, p.52) theory
that the impact of the decision is not necessdriled to the legal success of the
challenge. The publicity of cases — which includeedia coverage — concerning
ethically and socially controversial decisions niwe more impact than the decision
itself, although indirect (Sunkin, 2004, p.53).this case, health authorities promoted
changes to safeguard their decisions from legdlestges and avoid similar difficulties
in the future.

The casechild B'° also prompted an academic debate about the raleusts
when assessing this kind of case. Many commentatdisized the Court of Appeal’s
decision for not demanding from health authoribester reasons for not funding a life
saving treatment and for not engaging with the Higlurt's argument that just claiming
that resources are scarce is not enough to juatfy rationing decision (James &
Longley, 1995; Parkin, 1995; Ham & Pickard, 19987p-80; Newdick, 2004; Syrett,

2007). As seen in Chapter 4, the courts themseavestually bought the arguments of

"R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
78 R v Cambridge Health Authority, ex fE995] 2 All ER 129, [1995] 1 WLR 898
" R v Cambridge Health Authority, ex fE995] 2 All ER 129, [1995] 1 WLR 898
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the High Court decision that was overruled by theu€ of Appeal inChild B'¥ and

applied them to judge several cases afterwards.

In sum,Child B'® contributed to showing health authorities thaiorahg had
to be more explicit in order to secure legitimaoy their decisions and that a wide
national debate for priority setting was needednfHga Pickard, 1998, p.98-93). This
experience has probably contributed to the creaifddlCE by the British government,
which, according to Norman Daniels, has “no doub#rned the importance of open

Bl82

communication from cases of inadequate transparenci asChild (Daniels,

2009, p. 120).

The case Pfizé?

As already seen, the ban on Viagra was considerachportant landmark in
the history of the NHS because it was the firsetiancentral authority made an explicit
decision to restrict access to a drug. In this ¢hegustification for rationing was the
cost of the treatment and its affordability for tpablic health system, but health

authorities lacked evidenced reasons on which $e Haeir decision.

As we saw in chapter four, a lawsuit was filed Hizé&t, the pharmaceutical
company who has the marketing rights of the druag, the High Court ruled in favour
of the company on the basis that the European Uhiansparency Directive affirmed
that any exclusion of a drug from a national heaistem requires a statement of

reasons based on objective and verifiable critdiis was something the Secretary of

'8 R v Cambridge Health Authority, ex fE995] 2 All ER 129, [1995] 1 WLR 898
81 R v Cambridge Health Authority, ex fE995] 2 All ER 129, [1995] 1 WLR 898
'82 R v Cambridge Health Authority, ex E995] 2 All ER 129, [1995] 1 WLR 898
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Health could not provide because detailed assesshenst-effectiveness had not been

undertaken (Mossialos & McKee, 2003, p.372).

The fact that this case reached the courts isfgignt because it showed that
pharmaceutical companies were willing to challengalth authorities through litigation
(Dewar, 1999, p. 147). Moreover, the success dePiin the High Court showed that
courts were prone to demand better reasons frofthreathorities and that a rationing

decision may not be upheld if it is not justifieg fational and explicit reasons.

The casePfizer®is chronologically very close to the creation dCR. Harris
(2008) argues that NICE was created as a respendieetlawsuit lodged by Pfizer
against the ban on Viagra, when health authonBatised that they needed a standard
method of rationing to defend themselves agairdividual claims as well as lawsuits
from pharmaceutical companies against decisionsestrict the supply of new and
expansive drugs in the NHS. Chalkidou (2009, pl§) associates the creation of NICE
with the caséfizer®®, which made clear that the NHS lacked a sufficiendysparent,
accountable, consistent, scientific and accountg@oteedure for health care policy

making.

NICE itself has also identified the caB#izer®®as one the main reasons for its
creation. Besides the need to improve the quafityace, and the pressure on costs by
new and expensive health care products, there Igastlae problem of inconsistent

rationing, which created the unfairness of the tpode lottery”. And when the

184 R v Secretary of State for Health ex parte Pfizdr [2002] EWCA Civ 1566
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government tried to centralise these decisions Riiger®’), there were questions about

the “ad hoc and opaque fashion in which decisioagewnade” (NICE, 2004, p.2).

A “NICE like” procedure (Appleby, 2000) was necayst justify the ban of
Viagra but at that time NICE was “still nothing reothan a policy dream” (Dewar,
1999, p. 148). The High Court’s decision showed #raincreasing openness and the
provision of sound reasons would be required fragalth authorities and NICE was

seen as the institution capable of performingtds& (Dewar, 1999, p. 150).

When the case reached the Court of Appeal, the hilgSed that the decision
to exclude the drug was based on the cost of danrent and the other priorities that
the health system had to meet. Interestingly, is thse the government did not refer
the case for the assessment of NICE. Syrett (20800) supposes that the government
did not do that because it was afraid that a faesfolerappraisal by NICE would increase
the political pressure to supply Viagra. The goweent’s litigation strategy was to
insist that it was a problem of affordability ratiiban cost-effectiveness and to rely on
a more deferential attitude of the Court of App®&4dtier, on the other hand, argued that
decisions about what drugs to fund should be basecbst-utility analysis, which had
not been made by the government. Pfizer's arguniemoteworthy because the
pharmaceutical company admitted that rationing tfeatment would be acceptable if
based on sound cost-effectiveness reasons. Thd GbAppeal accepted the reasons
given by the government, judging that in this case&ost-utility analysis was not
necessary to justify the restriction on the pransof the drugs since it was a matter of

affordability rather than cost-effectiveness.

187R v Secretary of State for Health ex parte Pfizer [2002] EWCA Civ 1566
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Even though the strategy advanced by health atigeworked in this case, it
did not work in subsequent cases when courts shomadselves willing to scrutinize
the process and reasons that led the health systeation healthcare and, therefore,
NICE played an important role in healthcare litigat The reasons given by NICE,
once created, were not only considered, but wese #ie object of a meticulous

scrutiny by courts.

Just as irChild B'*® in Pfizer'®®the health authorities lost in the High Court,
won in the Court of Appeal, but the reasoning mutward by the High Court and the
publicity of the case had an impact that echoedhnheyond the final outcome of the
litigation. Even though it is not possible to sapttthe case€hild B'*° and Pfizer®*
were a necessary or sufficient condition for theation of NICE, it is possible to infer
that they, together with many other judicial casesre central to creating a context of
explicitness “about what” and demand for expliciméabout why and how” in which
NICE was made necessary. The battle in courts atelic that patients and
pharmaceutical companies were willing to challengéioning decisions through

8192

litigation and the experience sinGild shows that judicial deference to rationing

decisions should not be taken for granted.

NICE is certainly the most high profile aspect lod transition towards explicit
rationing and an example of how litigation conttdmi to changing the way the NHS

rations healthcare. However, other sources of egelecan be brought to show the

188 R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
189 R v Secretary of State for Health ex parte Pfizer [2002] EWCA Civ 1566
1R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
1R v Secretary of State for Health ex parte Pfizdr [2002] EWCA Civ 1566
1922 v Cambridge Health Authority, ex gdB95] 2 All ER 129, [1995] 1 WLR 898
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impact of litigation on the way health authoritr@sion healthcare.

Firstly, it should be mentioned that, given the rt&¥udemand that health
authorities’ general policies restricting the ascés health treatment must consider
exceptional cases and be able to articulate whaskes can be classified as such, PCTs
have established Exceptional Case Panels to asgbg®lual funding requests (IFR)
for treatments which are not routinely funded ftmew patients (Ford, 2012, p.6; NHS

Confederation, 2008).

Moreover, the duties of transparency, fairnessraadon-giving that have been
demanded by courts have become rights to whiclematiare entitled, according to the
NHS itself. The same administrative law languagedusy courts in judicial review is
now part of the regular procedure of the NHS todkabout the provision of care (on

this topic see Syrett, 2011A, p. 111).
For instance, the NHS Constitution declares that:

You have the right to expect local decisions ordfng of
other drugs and treatments to be made rationdliywng

a proper consideration of the evidence. If the lldgdS
decides not to fund a drug or treatment you andr you
doctor feel would be right for you, they will expiathat
decision to you.

Other statutory directions reaffirm that patienemigd treatment have the right
to receive a written explanation of the reasonshéndocument that provides guidelines
for the PCT to consider individual funding reque@iR) for cases that are arguably
exceptional, it is made clear that the “PCT mustab& to explain coherently their
decisions to clinicians, patients, the public ame tourts” (NHS Confederation, 2008,

p. 3). Additionally, concern about what courts ntigihink of the decisions made by
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health authorities and how to proceed in a way thidit lessen the risk of being
reviewed by judges is evident throughout the doaitnieis even recommended that, in
administrative appeals against the authority’s glenj the PCT act in a judicial-like
way, using the same tests that courts apply totiscze their decisions (NHS
Confederation, 2008, p. 7-8). Thus, health autlesriire shaping their decision-making
procedures according to the bars set by courtstdstingly, in contrast to Brazil, where
there are policies aiming at making courts moreilamto policy-makers, in England

policy-makers are incorporating elements of thegatiprocess in its decision-making.

The following duties were also recommended by th¢SNtself to the local
authorities: to provide arrangements to deal witbeptional cases; to give written
justification to patients that are denied a certe@atment clarifying the reasons for the
decisions; to ground these decisions on robusteeciel and consistent criteria; and to
document the procedure and rationale for each idecfpepartment of Health, 2009A,

2009 C).

It is also common for barristers and legal schotargive presentations and
write papers aimed at the NHS staff explaining wihaty should do to avoid having
their decisions being quashed by courts. Basedcherhéalth care litigation case-law,
barristers and academics have explained to the $tef§ what judicial review is; how
courts scrutinize their decisions; and what a lega of their discretion is. Moreover,
they have helped to interpret the judicial decisi@md provide guidelines concerning
how decisions should be made and the importanceaoirding and providing reasons
S0 as to show that each case has been consideaetbmprehensive and attentive way
(for instance, see Lock, 2009; Newdick, 2008).

A comprehensive survey on how PCTs make allocadigeisions and set
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priorities has affirmed that the risk of judici@wiew is one of the reasons that justify
making decisions more explicit and hence more itegiie (Robinson et al., 2011).

According to this research’s preface,

The exacting nature of the financial challengerfgdhe
National Health Service (NHS), combined with inieg
demand for NHS services, means that commissioniirs w
have to make difficult decisions about how NHS ueses

are used. Processes for reaching and enacting these
priorities will need to be robust and transparestgd
capable of withstanding judicial review. (Robinsenal.,
2011, p.7).

As analysed by Short (2012), when decision makersequired by courts to
give reasons, they will probably do it more cargfidnd in a way that is publicly
justifiable, by considering the evidence and opisifor and against a certain policy and
being more consistent with former decisions. Thaigal demand for reasons also
shapes and constrain public authorities’ futureigiecs in accordance with previous

judicial rulings in similar cases.

5.2.3 The impact of NICE on health care litigation

In this section, | will analyse whether the creatmf NICE had an impact on
health care litigation, affecting the kind of cabesught to courts, the legal reasoning in
the cases and the volume of lawsuits. As in easestions, the same methodological
caveat has also to be born in mind since the impialdi CE is mainly indirect and it is
one among other influences that have been in adiowltaneously in health care

litigation.

If health care litigation was one of the problenes vthich NICE was a

response, then it is important to assess whetlerabponse was effective. By looking
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at the number and outcome of cases it could be thaidit was not, given that the
number of judicial challenges increased after teaton of NICE and most of them

have been decided against the government (seeeR3garChapter 4).

The problem with this answer is that it is vulnéealio counterfactual
reasoning. It could be speculated that, if NICE mad been created, the level of
litigation would have been higher than it actuadlgs. It could also be suggested that
without NICE the government would have lost manyrencases because it would have
been unable to present the justifications courtalevthave required. In other words, it
could be argued that NICE has avoided the uncdettahcrease (the Brazilian case
shows that the sky is the limit) of a phenomenaaaaly on course — explicit rationing
“about what”, patients willing to litigate, and gedeferential courts — and has made the
problem manageable. According to Elliot (2011, p.&en good reasons are provided
by the administration people can make better inéatrdecisions about whether to seek
judicial review and thus the number of hopelesdlehges is reduced. Accordingly,
because NICE provides better reasons through gpfaugess, it could be that it has
discouraged the transformation of dissatisfactiaoto ilawsuits by givinga priori

legitimacy to the rationing decision in issue.

A quantitative statistical projection of what wouldve probably happened in a
world without NICE was considered as a method $b ttas hypothesis, but the number
of cases is too small to reach a reliable conciudtarthermore, other variables that are
difficult to control would have to be taken intonsideration in any such quantitative
analysis, such as the inclination of patients le fawsuits, the disposition of health
authorities to settle cases before lawsuits argdddand the willingness of courts to
grant permission for judicial review (on this topisee Bondy & Sunkin, 2009).
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Moreover, assuming that health litigation is alsfiuenced by the explicit health care
rationing it helped to mould, the dependent-indeleet variable relation is very
difficult to establish. Furthermore, the impactliigation of some of the changes in the
bureaucracies’ decision-making process tends tmdieect and thus very difficult to

assess via statistical analysis.

Hence, | will try a different approach and analylse change in the profile of
health litigation cases and the way they were aecafter the creation of NICE. | will
argue that the comparison of the capes and post NICE shows the impact of the
institution on health litigation and provides ewide that the establishment of NICE
was an effective policy decision. | am also awdrat the analysis of the impact of
explicit rationing on the reported cases leavevered the effects on other aspects of
judicial review, such as the legal disputes thatemeever filed, those that did not
receive permission for judicial review or that weedtled before a decision was issued,
and those that were not reported. However, theitapce of the reported cases for the
legal system and for legal scholarship is sufficienustify the relevance of the study |
present in this section. The reported cases bepoetedents and spread the opinion of
judges to stakeholders and all the participanthénegal system (Hall & Wright, 2007,

p.31).

The post-NICE health care cases can be classiftedtfiree grougg® those in
which NICE had not acted; those concerning theiegipbn of NICE’s guidance; and

those against NICE'’s guidance.

193 Watts,which involved a problem with waiting lists andliscussion about European Law, is not a case
that NICE would be concerned with and will not becdssed in this section.
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Concerning the first group, the caseegers®, Gordon®, Murphy**® and

Ros$” are very similar in the sense that in all of thiétm patients were claiming new
and expensive drugs that had not yet been asskeg3¢CE. Because the publication of
NICE’s guidance was pending and there was scientiintroversy about their cost-
effectiveness, each local health authority had féerént policy concerning their
provision. In these cases the respondent healtioatis had decided not to supply
drugs non-approved by NICE except in exceptionaésaln the cas&C'*® NICE had
no guidance for gender dysphoria (NHS, 2010 B) thedPCT gave low priority to the
treatment claimed by the patient. These casesxampmes of “NICE blight” and are
typical of one of the main problems that NICE wasated to deal with — to provide
reasons and assess scientific evidence — but un#idly the timing of the
technological assessment is different from thoseoohe patients in urgent need (see

section 5.1.2). With the exceptionAE™*°, the patients eventually won these cases.

The second group encompasses the c@kes’*®and Condliff®’. The case
Otley’®>was about the application of NICE guidance to xceptional case. NICE had
not recommended the treatment claimed by the pgdbewost-effectiveness reasons but
the patient claimed that the PCT ignored NICE guigawhich indicated that the

treatment could be suitable in some specific cistamces and that her case was one of

1% R v Swindon NHS Primary Care Trust, Secretary afeSor Health ex parte Rogef2006] EWCA.
Civ 392
19 R v Bromley NHS Primary Care Trust ex parte Gor{2006] E.W.C.A. Civ 392
1% R v Salford Primary Care Trust ex parte Murg2908] EWHC 1908 (Admin)
" R v West Sussex Primary Care Trust ex parte [R38] EWHC B15 (Admin)
198 R v Berkshire West PCT ex parte [2011] EWCA Civ 247
199R v Berkshire West PCT ex parte [Q011] EWCA Civ 247
20R v Barking & Dagenham NHS PCT ex parte Of807] EWHC 1927 (Admin)
291 R v North Staffordshire Primary Care Trust ex paBendliff[2011] EWCA Civ 910
292R v Barking & Dagenham NHS PCT ex parte Of28§07] EWHC 1927 (Admin)
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them.In Condliff®the claimant demanded a surgical intervention #aording to the
NICE appraisal, should be performed. However, thés not a mandatory guidance
(Lock, 2011) and the PCT had established moret ariteria than NICE, which made
the claimant ineligible for treatment in that PO Re patient won i©tley’®* in which a
detailed scrutiny was applied, but losGondliff®® when (as we have already seen) the

court had a more deferential attitude towards #adth authority’s decision.

The case<isai*®®, Servief®’, Fraser®® and Bristol-Myers’® belong to the
third group, in which NICE’s guidance to not recoemd the provision of treatment by
the NHS was challenged. The challenges were maabed on procedural issues such
as a lack of transparency and fairness in the proee the overlooking of relevant
evidence, and the lack of expertise on the path@fspecialists chosen by NICE. In the
casesEisai”’® and Servief*! it was also argued that the guidance was discritmipa

against certain groups.

With all the caveats to which | have earlier draattention, the analysis of the
three groups of cases nevertheless allows me to slsene conclusions concerning the
impact of NICE on health care litigation: the plefof the cases and litigants has

changed, as well as the way courts judge the defese them.

23R v North Staffordshire Primary Care Trust ex paBendliff[2011] EWCA Civ 910
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2R v North Staffordshire Primary Care Trust ex paBendliff[2011] EWCA Civ 910

2% R v National Institute for Health and Clinical Exlemce ex parte Eisai Limitel®007] EWHC 1941
(Admin)

2R v National Institute for Health and Clinical Exiemce & Anr ex parte Servier Laboratories Limited
[2010] EWCA Civ 346

2% R (on the application of Fraser and another) \idvial Institute for Health and Clinical Excellenaed
Another[2009] EWHC 452 (Admin)

29 R v National Institute for Health and Clinical EXemce ex parte Bristol-Myers Squibb
Pharmaceuticals Lt 2009] EWHC 2722
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First, the scope of health litigation has been ceduto a minor dimension of
the rationing decisions. Before NICE, patients wiere denied treatment litigated for
treatments based merely on the claim that theyateadheath treatment and the NHS
had a general duty to provide comprehensive heaithcAfter NICE, the patients’
claims were narrowed down to the cases in whichENKad not decided or in which
they could argue that the NICE’s guidelines restric the provision of a treatment
should not apply to their allegedly exceptionalecak other words, patient driven
litigation was not aimed at the core of a certaitioning policy, but at the margins of
the policy, i.e., when there was no guidance ornéue exception to the guidance was
trying to be proved (groups 1 and 2). In these gaibe core of a rationing decision —
restricting access to most cases — was not thredtand even in cases in which there
was no guidance the mere fact that the appraisalpgading was enough to make the

rationing decision legitimata priori.

Second, the cases in which a rationing policy wealenged were driven by
pharmaceutical companies and patients groups (g&upBecause the procedure
became more sophisticated and complicated, to ghatea rationing decision involving
NICE should be quashed became a very complicatdd-tademanding sophisticated
legal reasoning and highly technical expertise. sloprisingly, in these cases against
NICE the claimants were resourceful pharmaceutmainpanies and/or patients’
associations rather than the individual patienusTt can be noted that the scope of the
litigation driven by individual patients has narmavand, in cases in which a policy was
challenged, the profile of the litigants has beestricted to pharmaceutical companies,

occasionally with the support of patients’ assocre.
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Third, the onus of the proof in health care litigatcases changed after the
establishment of NICE. As analysed in Chapter 4thia first stage of health care
litigation in England there was no onus of proofh@alth authorities and the application
of “Wednesbury unreasonableness” gave to patibetdurden of demonstrating that
the rationing decision was "overwhelmingly” irratiel, which was very difficult to
prove. During the second stage courts startedrtadd reasons from health authorities
that their decision was the best that could hawen l@ehieved given the circumstances,
which meant, with proper regard of the procedurmciples, evidence and exceptions.
Thus, during the second stage the onus of prootraasferred to health authorities.

For the cases in which there was guidance from Nig&ups 2 and 3), courts
considered that the rationing policy waspriori legitimate and the onus of proof
switched sides again, back to the claimants. Befd@&E, litigants could simply claim a
general duty on the part of the NHS to provide theahre and health authorities had to
make a massive effort to prove that there were geadons not to fulfil this duty in
some cases. However, when NICE had acted, it wasl#imant who had to strive to
find flaws in the decision-making procedure of thedance or to prove that it was not
correctly interpreted or wrongly applied for exdeptl circumstances.

Even in cases in which NICE guidance was pendingrts have recognized
that it was rational not to provide the treatmentilua decision of the institute was
iIssued, as long as the justifications were provied reasonable. In these cases, unlike
the judgments before NICE during the second stagfgedEnglish case-law, local health
authorities did not have the onus of justifying gemeral policy to deny treatment while
guidance was pending, but rather had to provettiexe was a consistent policy for

exceptional cases when claimants argued so. Tiwes, when NICE had not issued
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guidance, it reduced health authorities’ burdemprobf;, and the lack of an assessment
made the onus of proof to be shared between paient health authorities.

It is true that in spite of the changes in the bardf proof, courts not only kept
scrutinizing the cases but, on top of that, thesp dlecame increasingly meticulous in
the analysis of reasons and procedures concerhmgovision of treatments. This
could be understood as evidence of an increasuhgif activism that NICE could not
control. Nonetheless, given that courts only regptanthe arguments of the litigants, |
propose a different interpretation. Courts becamiculous because of the way
claimants were framing their lawsuits. It was the@mants who had to go into details in
the cases because they had to justify the exceptwothe rationing policy (groups 1 and
2) or find details in NICE'’s guidance and procedutteat could be challenged as flaws
in the decision making (group 3), since the ratigrdecision was now more legitimate.

In brief, NICE reduced the scope of health litigatito exceptional
circumstances, made the challenge to rationingsttets more complicated, and in most
cases transferred the onus of proof to claimantes& elements altogether have
certainly reduced the pool of potential cases dad af potential claimants, probably

making the level of health litigation lower thaibuld have been otherwise.

5.3. Conclusions of the chapter

This chapter aimed at explaining the connectionwbeeh rationing and
litigation in England. This chapter’s first contiiion was to highlight how explicit
rationing has two senses (explicit “about what” angblicit “about why and how”),
which is surprisingly commonly overlooked by spésta in the field. This clarification

opens the path for the following argument: the tigwaent of rationing in England —
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from implicit to explicit “about what” and then texplicit about why and how” — and
the changes in the health care litigation caseddmm almost a complete deference to
a very strict scrutiny of reasons and proceduree-trderconnected in a way that means

that a narrative of any one of them would be incletepwithout mentioning the other.

Health care litigation was certainly influencedthg context in which patients
were less acquiescent to the decisions made biydbeiors and health authorities but,
at the same time, the publicity legal cases gawbeadssue also contributed to making
rationing an issue of wide public interest. Litigat also played an important role in
changing the way rationing decisions were made &gith authorities. The process
towards explicit rationing “about why and how” waartially motivated by the pressure
that came from courts who were demanding bettesoreaand procedures. This process
of mutual influence was what | tried to show thrbube analysis of the casBfizer*?

andChild B3,

The process towards explicit rationing “about wimgl é&aow” culminated in the
creation of what as we have seen is now called\ional Institute for Health and
Care Excellence (NICE), explicitly based on thenfeavork of accountability for
reasonableness developed by Norman Daniels andeSHaabin (NICE, 2008). NICE
was created as a central, credible and indeperidstitution able to make explicit
rationing “about why and how” by being clear abthe criteria for the decisions taken
with high technical quality and through a transpaend inclusive process. NICE was a
policy response to a context in which implicit caing was becoming progressively

unsustainable; explicit rationing “about what” waaising the political costs for

2R v Secretary of State for Health ex parte Pfizdr [2002] EWCA Civ 1566
B R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898

221



politicians and health authorities; and the loadusons for making rationing explicit
about “why and how” were not coping with the prablproperly.

Explicit rationing “about why and how”, in its turralso had a significant
impact in the type of cases that are judicialised & the way courts decide them. |
have argued that courts accepted that NICE brooghe legitimation to rationing
decisions, which can explain a narrower scope afltheare litigation and the reduction
of the onus of proof that health authorities havéutfil to defend their policies in courts
or the transfer of this onus to claimants. Henleerd is evidence that explicit rationing
“about why and how” was an effective policy resporte the increase of health
litigation in a context of progressive developmehhew and expensive technologies;
well informed patients who are aware that litigatican be used to claim treatments
denied by the NHS; and courts that are less dedfateand disposed to demand good
reasons and fair procedures from health autharities

In sum, there is evidence that this relation betwedioning and litigation in
England have contributed to making the public lmesitstem fairer, although the risks
and trade-offs in courts’ control of procedure ddawt be underestimated (see section
6.2.4 and 6.3). The case of health care litigattoEngland exemplifies the approach
that, as | argue in the next chapter, is the messible for courts when reviewing
rationing decisions, if compared to the alternaigeiggested by part of the literature
that writes on social rights adjudication or to theperience of courts in other
jurisdictions.

The narrative in this chapter has an importantlgnaith the Brazilian case.
Firstly, health care litigation in England has feddealth authorities to act in a judicial-

like way, i.e., to decide using the same tests tmatrts apply to scrutinize their
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decisions. In Brazil, on the other hand, courtsehbeen suggested by the Judiciary
itself to decide in a more administrative-like walyying to encompass more
stakeholders and specialists to decide on polyicesgues (see section 3.1).

Moreover, one direct effect of litigation in Brazilas the enactment of the
Federal Law 12.401/11 that creates CONITEC, antutisnal similar to NICE, which
was set up in England in a context that litigatioantributed to create. The
circumstances that led to the creation of thes#tutss are different: in England courts
were demanding reasons and hence were willing ke taem into consideration,
whereas in Brazil courts still have to be convindkdt sometimes there are good
reasons to deny treatment. However, the intensdhe same: to reconcile the fact that
health authorities are not immune to surveillanod are responsible for providing
reasons for those affected by their decisions andthe other hand, to avoid courts

interfering in a way that can make the health systeore unfair.
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6. Social rights adjudication: ideals, limits and forms

In this chapter, | put the cases of health caigaliton in Brazil and England in
the context of the discussion on social rights @didpmtion, so as to present the
contribution that can be drawn from analysis okstheases for the scholarly debate on
the role of courts in the protection of social tigh

In order to do so, I will engage with the literawn social rights adjudication
that has been recently published in the Englisguage. | willfirst argue that the part
of the literature that advocates a more interveigiorole for courts builds its argument
on premises that are much more controversial tham theories assume. They tend to
present a dystopian characterization of the letijglaand executive branches in order to
compare them with an idealised description of wbadrts are and what they can
become. They also undermine the distinction betwaeih and political rights and
social rights when they argue that social rightudidation is less problematic than it
actually is. Moreover, they suggest reforms in jindicial institutions and the legal
process to make them more suitable for social sigkfudication, but they overlook the
trade-offs in these reformsSecond, | will draw on the theories of social rights
adjudication, my analysis of health care litigation Brazil and England, and the
practice of other courts to build a typology of thiferent ways through which courts
can enforce social rights — strong structural esgorent, weak structural enforcement,
procedural enforcement, individual immediate erdarent — taking into consideration
the advantages and shortcomings in each tipstly, | will connect the discussion
about social rights adjudication to the debate ealth care litigation and propose that

procedural enforcement is the type of adjudicatizat can deliver direct benefits for
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litigants and others in the same condition andwhbich courts have more legitimacy

and capacity. Based on the conclusions drawn froemigus chapters of this thesis, |

propose that procedural enforcement, along the lofievhat is proposed by the idea of
“accountability for reasonableness” proposed byi€lanand Sabin, should base the
concept of the right to health to be applied byrtoin health care litigation cases.

Namely, the right to health should be adjudicatedh& right to access a health system
in which resources are fairly distributed.

Social rights adjudication raised a broad debeaté alows many entry points.
It is, therefore, important to clarify to which paf it my analysis of the Brazilian and
English cases can contribute.

According to the typology created by Henry Shue9@)9 that was later
incorporated by the United Nations and the WorldlHeOrganization (CESCR, 2000;
UNCHR & WHO, 2008), social rights create differdahds of duties for the state:
duties to respect, protect and fulfil. For instgribe right to health entails the duty for
the state to fulfil this right by adopting a natabrhealth policy and ensuring the
provision of health care and other policies to iaverthe social determinants of health.
It also encompasses the duty to respect (not hatie¢ns’ health by not torturing, not
interfering in their sexual and reproductive fremgoot discriminating against some
groups by excluding them from the access to heal&aot obliging them to participate
in non-consensual medical treatments and experatientand so on (see CESCR,
2000). The right to health also creates the dutgrtdect them from being harmed by
other people or private organizations, which estdibr instance, health surveillance
policies, the regulation of the medical professaond industrial and commercial activity,

and protection against physical assault.
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My focus is exclusively on the debate about whetlwarrts should adjudicate
social rights in a way that creates positive dutesllocate scarce resources for the
provision of healthcare (duty to fulfil) and thdeshmas they may face if they do so. If
courts issue positive orders against the prevatiatitical or administrative decision,
they may be criticized for “usurping” a functionathbelongs to executive and
legislative branches and thus “getting themselvissisttously mixed up in matter
beyond their province and ken as judges of law’cfdiman, 2003, p.16). On the other
hand, if courts refuse to adjudicate these rigtisy may be accused of “abdicating”
their role of controlling the executive and polticauthorities, giving them “an
unreviewable privilege of indefinite postponemeat’social rights (Michelman, 2003,
p.16). Michelman also argues that, in between tloggmsite poles of usurpation and
abdication, there are different ways in which ceumtay intervene to avoid either
criticism. This is precisely the debate to whiclstthesis can contribute by calling to
guestion some assumptions based on which paredftérature develop its arguments
and by identifying and comparing the different waysadjudicating social rights.

Even though violations of the duties to respect pratect can be framed as
violations of the right to health, their judiciahfercement will not be discussed in this
thesis. This is not because they are less importauit rather because the judicial
enforcement of these duties is normally less cortal, or at least it is not more
controversial than the intervention of courts ihestareas of law. The protection against
most of the violations of the duties to respect prudect is already consolidated in most
Western legal systems using the language of cihal political rights, administrative

law, regulation, family law, criminal law and so.on
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This clarification is important because it seemat tome of the controversy
about social rights adjudication lies in the falattthose in favour of the judicial
protection of social rights include the enforcemainthe duties to protect and respect as
examples of social rights adjudication, wherease¢heho are more sceptical are only
against giving to courts the power to allocate seaesources based on a social right
(see, for instance, the debate in Gearty & Manttmuy&011).

Nor will | debate the obligations of the State Wefathe international
community created by social rights in internationadaties and declarations. The
recognition of social rights in the internationaiM and the mechanisms for making
States accountable before the monitoring bodigstefnational organizations raise a
set of questions that go beyond those that | wigjagie with in this chapter (on this see
Tobin, 2012; Hunt & Backman, 2008; Backman et &0 MacNaughton & Hunt,
2009).

Lastly, I will not enter into the discussions abde use of the language of
social rights, whether these rights should be reizegl in national constitutions, nor do
| consider the moral or political duties their cttugional recognition may create for
governments. Even though the constitutionalizatiad judicialization of social rights
are very closely connected ideas, one does notssagecome with the other. There
may be constitutionalized social rights that aré jalicially enforceable (e.g., the
article 37 of the Constitution of the Republic oéland) and there may exist judicial
protection of social rights without its constitutadization (e.g., India, where courts use
the language of the right to life and human dignity

Some authors associate being sceptical about seghas adjudication with

being against welfare protection or redistribuipaicies (see, for instance, O’ Connell,
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2011; Nolan, 2011, p.157). However, a position tleabgnizes the moral and political
importance of social rights but is opposed to gjvin courts the power to use these
rights to impose the allocation of resources onipwuthorities is perfectly tenable (see
Gearty, 2011; Ferraz, 2011B; similar argumentsaiseed by Waldron, 2006, p.1366, in
regards to rights and judicial review in generaB. affirmed by Komesar, people may
agree on the goals, but disagree on which ingiitug better to carry out this goal: “just
societies are based not on the announcement ofl imaaciples but on the design of
real world institutional decision-making procesaes the designation of which process

will decide which issues” (Komesar, 1994, p.5; alse pp.94-95).

6.1. The incomplete defense of social rights adpatehn

Some authors in favour of social rights adjudicatowild their theories based
on the following premises: (1) social rights andilcand political rights are similar in
terms of status, vagueness and they can all gengrasitive duties in which
adjudication may demand resources from the Statke @erefore, there is nothing
peculiar about social rights that would impair thadjudication; (2) legislatures and
bureaucracies’ superior institutional capacity anocratic legitimacy to deal with
issues or resource allocatios- a-vis courts is overstated because the political and
administrative processes have many shortcomings;(8ncourts, especially if some
reforms in the judicial process are implemented, lm&amore inclusive and correct some
deficiencies in the functioning of representatieendcracy and bureaucracy that end up
marginalising some groups and policies from thétipal agenda.

For the purposes of this thesis, | will call thesghors — Mantouvalou, 2011;

Nolan, 2011; Nolan at al., 2007; Fredman, 2008pérderg, 2010; Langford, 2008;
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Bilchitz, 2009 — “social rights advocates” heregfté Even though the theory of each
author has important differences in terms of theéwak background and the
recommendations made, they all share these thseengsions.

In this section, | do not argue that these argumarg wrong or irrelevant in
the debate about social rights adjudication. lgaguggest that they are incomplete and
make the argument in favour of social rights adjation stronger than it actually is.
The consequence is that these authors end up stideagng many of the trade-offs
that should be taken into consideration before ealtlog that courts should have the
power to decide on the entitlements created byatoigihts and enforce them against
the State. In other words, they create a theorgoafal rights adjudication without a

proper theory of judicial restraint.

6.1.1. Similarities between social rights and canl political rights

Social rights advocates aim at deconstructing #gastion between non-
justiciable social rights and justiciable civil apdlitical rights. This separation is based
on the assumption that social rights, if comparedcivil and political rights, are
hierarchically inferior, vaguer and their enforcermentail costs. Hence socio-economic
rights would make them ill-suited for judicial enfement.

I will not discuss the first distinction (hierarghppecause social rights have
been elevated to the same level as other humats liglseveral constitutions and legal

documents. Even though it can be a philosophiaahtroversial issue, this distinction

24| am aware that there are advocates for sociatgim general or social rights adjudication speaify

who do not share the assumptions of the authoms d¢a@lecting under the label “social rights advesat
in this chapter. Here this label refers only toeéedmined group of authors and should not be int¢egd
broadly.
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is already outdated from a legal perspective. I mgither discuss the second distinction
(vagueness) because it is true that most humansrigyte deliberately formulated in
broad and open terms, although, as will be discussethis chapter, there is the
question of which institution should give them cateness. Hence, only the last
distinction (costs) is important for the debaten addressing in this section.

The argument social rights advocates are responingffirms that social
rights, because they involve positive duties thavehcosts and which force the
allocation of scarce resources with distributionahpacts, should not be
constitutionalized or, if constitutionalized, shduiot be justiciable. Civil and political
rights, on the other hand, because they demand reeggtive duties from the State
(restraint, non-interference), can be protecteddayrts without raising the same sort of
problems.

To respond to this typology, social rights advosateake use of the already
mentioned theory that all rights — no matter ifiabor civil and political — create duties
to respect, protect and fulfil and they also affithat all the duties — including the
negative — have costs. The book by Holmes & Sumg900), in which the authors
blur the distinction between positive and negatigats by arguing that the respect for
civil rights can only be guaranteed by costly ingibns and policies, is commonly
mentioned by social rights advocates in this cantEwr instance, the right to vote
depends on the existence of a functioning and sugdervised electoral system; the right
to a fair trial cannot be fulfilled without an ingiendent judiciary; the right to property
entails the existence of a police force and judliaistitutions that protect owners
against violators. All of them are positive dutasl certainly have costs that should not

be underestimated.
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Thus, social rights advocates’ syllogism can bestoited in the following
way: if both social rights and civil and politicaghts may generate costly duties, and
there is no objection to courts adjudicating canld political rights because of cost, then
there should therefore be no objection to courfsdachting social rights for this reason.
As affirmed by Bilchitz (2008, p.130), “judicial tas in relation to socio-economic
rights will not differ greatly from those they peri in relation to civil and political
rights”.

This argument would be correct if its purpose wagddmonstrate that there is
no objection to courts protecting social rightsrégards to the duties to respect and
protect (or at least it would not be more objectigle than the judicial protection of
other rights). As already stated, this is not disd by those sceptical about social
rights adjudication, although it can be questiondtether framing these duties as
deriving from social rights creates something seakkw in the legal sphere or is just
putting a new label on rights that were alreadytqmted and adjudicated using the
language of civil and political rights, administvat law, regulation, family law,
criminal law and so on.

However, this is a bad argument if it is intendedshow that the judicial
enforcement of the duty to fulfil social rights wdwnot be objectionable. In some cases
the adjudication of civil and political rights, wmethey imply the allocation of
resources, will raise the same sort of objectiohgh@se mentioned in social rights’
adjudication. Holmes & Sunstein’s (1999) bodke Cost of Rightss actually arguing
that courts should be aware of the distributive @oanomic impacts of their decisions
when protecting civil rights. According to themuets should bear in mind that they

[A]re not well positioned to oversee the tricky pess of
efficient resource allocation conducted, with mordess
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skill, by executive agencies (...) Judges do not héree
proper training to perform such functions and they
necessarily operate with inadequate and biasec¢a®af
information (...) Because they cannot survey a broad
spectrum of conflicting social needs and then detidw
much to allocate to each, judges are institutignall
obstructed from considering the potentially serious
distributive consequences of their decisions. (HEM
Sunstein, 1999, p.94-95)

The authors, when mentioning the courts’ limitestitational capacity, are not
discussing the right to health, housing or educafithey are discussing the right to be
protected by the State against abuse and theidusog is that when a case involves
the allocation of scarce resources, “courts shbalgery hesitant to substitute their own
judgment for that of executive agencies” (HolmesSéstein, 1999, p.96). This book,
which goes against the idea of “minimal state” (“YMiberty depends on taxes” is the
book’s subtitle), is in favour of a very marginale for courts in the allocation of scarce
resources.

One case mentioned by Ferraz (2009B) illustratds tive fact that the same
dilemmas courts face when deciding social righteesaan also come up in civil rights
cases:R v Chief Constable of Sussex Ex Parte Internatidmader's Ferry Limited
[1995] 3 WLR 802. In this case, a company that ebgublivestock was having its
commercial activity threatened by a group of aningits’ demonstrators. In order to
protect the company’s property and employees’ @aysntegrity, the police decided to
convoy the company’s lorries to the port from whibbir goods would be exported two
days a week. The company, however, expected te tievprotection five days a week
and filed a lawsuit against the State.

A similar issue was raised in Brazil, where a clastson was filed against the

government of the State of Parana claiming thecpdiaff in a city was insufficient to
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protect the populatid?®. This class action demands the State of ParanBréil, the
police force is a service provided in the Stateelevo allocate a certain number of
police officers to that city.

These two cases involve the protection of manyl cights (e.g., property,
body integrity, life), but because police forcaiscarce good, the issues of distributive
justice, court’s institutional capacity and demadicrdegitimacy are as relevant as in
cases in which courts are expected to decide oallibeation of healthcare or housing.

It is true that the protection of any right hastsp$ut their adjudication in a
concrete case will not necessarily have an econampact. In most cases involving
civil and political rights, the allocative decisehappen at the political level (how much
will be spent on the judicial system, regulatorgmrgjes, watchdogs and police force),
but its enforcement by courts itself in individealses may not generate extra costs. It is
correct that there would be no righthiabeas corpusvithout an expensive functioning
judicial system, but a decision granting it to some unfairly jailed will normally not
create extra cost or have impact on the same fagtdther prisoners. In social rights,
on the other hand, when it comes to the duty til,felach decision normally creates an
extra cost. Using the economics’ terminology, thetgction of every right has fixed
costs, but judicial decisions ordering the fulfilmef social rights may add significant
marginal costs, whereas the judicial protectiortioil rights normally produces small
or zero marginal cost. When civil and politicalhig also produce significant marginal
costs, then the same concerns about courts distigosicarce resources will rise. Thus,

the difference between them is a matter of frequeard intensity in which marginal

215 On this class action, see the State of Paranad®idsecutor’s Office official website:
http://www.mp.pr.gov.br/modules/noticias/articlep@storyid=1770
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costs are created by judicial decisions, which mgylain why there is the impression
that costs in social rights adjudication is an éssthereas in the judicial protection of
civil and political rights it is not.

In conclusion, to affirm that social rights andicand political rights can all
occasionally create costly positive duties is adfrdout does not undermine the
objections raised against social rights adjudicatii only shows that the same
objections may be raised against civil and politiights and equally challenge their
adjudication in some cases. | am not affirming tleatrts should refrain from
adjudicating a right whenever the judicial decisioay have allocative financial impact
upon the public budget (on this, see King, 2009st€ do not trump rights, but judges
should consider the questions regarding theirilagity, institutional capacity and the
consequences of the decisions that create pubpereiture (this argument will be
further developed in section 6.2).

It is noteworthy that the same authors that adeocacial rights on the
grounds that their nature and structure is noedbsfit from civil and political rights,
when writing about how courts should decide theesa®xpect courts to pay extra
attention to the impacts of their decisions and alsggest many reforms in the judicial
process to compensate for the court’'s lack of tunmstinal capacity and democratic
legitimacy. Thus, they are somehow admitting thatia rights adjudication may
demand courts to perform a role that they havebaen traditionally dealing with when
adjudicating civil and political rights. The questiwhether courts should adjudicate
social rights cannot be answered by just lookinthatsimilarities between social rights

and civil and political rights.
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6.1.2. The limits of the political process

Social rights advocates also try to address thearos about courts’ lack of
institutional capacity and democratic legitimacy dymparing them with legislatures
and bureaucracies. They suggest, mostly basedeas erived from the interest group
theory, a more realist approach in relation to hd@mocratic representation and
bureaucracies work to understand how distant agi#tics are from ideal democratic
values. This would arguably make the case for tigécjal protection of social rights
stronger because not only is the political systemparfect, but also because courts can
also compensate for their imperfectiofis

However, when comparing courts with other instdnsg, they tend to compare
how democratic systems work (listing all their imfpetions) with how courts should
work (listing all their benefits and how the impasfions can be overcome by reforms).
This is inadequate because it overlooks the faattttite comparison between institutions
is always a choice among highly imperfect altexresti(Komesar, 1994, p.5) and thus
the upsides and downsides of all the comparedutistns should be considered before
attributing the decision on a certain issue toiosgtution rather than the other.

This failure can be partially explained by the fHwt social rights advocates,
albeit trying to incorporate interdisciplinary elents in their analysis, overlook the
theoretical and empirical literature on comparapeditics, social policies, institutions
and the welfare state that have already testedlemadissed many of the premises that
they are simply assuming to be true. This is aakesthat, according to Hirschl (2001,

p.209), is commonly made by legal scholars.

1% nterest group theory has been widely used byllegaolars to make the case for more intrusive
judicial review. For a thorough and critical reviefthis line of reasoning, see Elhauge (1991).
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Regarding the political system, some authors affittnat representative
democracy tends to become the “tyranny of majordgd to marginalise minorities.
Nolan (2011, p.55), writing on children’s socio-eomic rights, affirms that the
political process is vulnerable to failures to ud#d and be responsive to minoritarian
groups. According to her, because legislative nitéggrare under capacity constraints
(for instance, the time-consuming nature of theslagve process) and will avoid
divisive questions, “there will necessarily belditspace for legislative majorities to
prioritise rights-based claims advanced by a netfti small minority”. Nolan (2011,
p.54) also mentions that because the socio-econstaius of those who suffer rights
violations are different from that of elected poldns, the latter may be less sensitive to
the needs and voices of the former.

Mantouvalou affirmed that rights are above politeeced thus “[s]ocial rights,
like civil and political rights, have a high prigyiand ought to be removed from
political bargaining” (2011, p.108). She also affegd that legislative and executive
representatives, because they are concerned wélecgon, may neglect the poor by
avoiding unpopular decisions. In other words, they likely to succumb to “populist
pressures” (Mantouvalou, 2011, p.125). On the oti@nd, in countries where the
majority is poor, the country is ruled by smaltelihat neglects the interests of the poor
(Mantouvalou, 2011, p.125).

Bilchitz (2008, p.103) suggests that “there areesg@weasons for thinking that
majority decision-making may be likely in many ca$e fail substantivelyto treat the
lives of all individuals in a society as being elfjpamportant”. Once a majority is in
power, it “can tend to marginalize minorities incBua way that minorities are

effectively unable to express their views and camper power on equal terms”
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(Bilchitz, 2008, p.104). Representatives are oftieiven “by popularity rather than
principle”, they tend to reflect the interests bktmajority, and they are under the
pressure of party leaders, colleagues, frienddabiuyists (Bilchitz, 2008, p.122).

Some social rights advocates criticize represamtatiemocracy from the
opposite direction, arguing that political reprdséimes are only marginally accountable
to their constituency and governments are conttddginterest groups. Fredman (2008,
p.35) affirms that “casting a vote in periodic ¢iexas gives barely any real participative
power to individual voters”. Her argument is thanhtbcratic governments are actually
the product of bargaining and negotiation by irdergroups and that the strongest
organized interests tend to prevail (Fredman, 2@0Bl2). Even though she mentions
the risk of majorities overriding the rights of ronties, her argument is that
“[d]ecision-making is in practice skewed towardsog@ with power in society”
(Fredman, 2008, p. 103).

Langford (2008, p.33), combines the two criticsttd democratic system by
affirming that the majoritarian democracies - widenminated by a political or social
class, corruption or patronage - fail to pay sigfi¢ attention to minorities and that the
minority might actually be a “numerical majority’iebenberg (2010, p.34-35) affirmed
that “the official avenues of political represematand participation frequently fail to
provide protection for the rights of marginalisedups because legislators and policy
makers are ‘captured’ by interest groups (...) [afushiction under the constraints of
limited time, resources and bureaucratic pressures”

The fact that these authors present paradoxicaljyosite views about the
reasons for the malfunctioning of representatiaitutions does not mean that one side

is wrong and the other right, rather it suggesas they are all incomplete. According to
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Komesar (1994, p.27), democracies are under botiposifg tensions: the
overrepresentation of concentrated interests (ntar@n bias) and the

overrepresentation of dispersed larger interestsjofitarian bias). It is a trade-off
between them that is constitutive of a democracwgjolities, through their greater
number, can countervail the force of minoritarialoups. Minorities can oppose the
majorities because they have higher stakes andiaspeterests in some issues
(Komesar, 1994, p.54). Any attempt to reduce onas bwill increase the other
(Komesar, 1994, p.220). These biases are not smoitgs of a malfunctioning

representative system, but they are rather cotigétof its virtue in terms of flexibility

and can guarantee against the hegemonic dominagneéher the majority or any
minority.

It could be argued that no matter which bias pitsydi will go against poor
and marginalised people who have less power taentte political decisions and hence
will benefit less from the democratic decision-nmakiprocess. This seems a common
concern among social rights advocates and thatidsts legitimate the intervention of
courts. However, if social rights advocates argueaf more realist approach towards
democracy, then they should have taken this argufuetmer and they should bring
empirical evidence to ground their claims.

It is true that democracies in many countries Haiuled to address the needs of
the worst-off. However, this does not allow us tavd a simplistic general principle that
the incapacity to address the claims of the neediem inherent pervasive shortcoming
of democracy. The democratic representative systesame countries has done a better
job in dealing with poverty and extreme povertyrthathers and it is important to

understand why some succeed whereas others hded fai tackling social and
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economic deprivation. There are so many hypothiegieg) to explain why democracies
fail to reduce inequality and poverty that just m@ming them would surpass the
ambitions of this chapter (for a review of theritire on this topic, see Shapiro, 2003,
ch. 5; Keefer & Kenami, 2005). However, there ave hypotheses that are particularly
important for the debate on the role of courtshm protection of social rights.

The first hypothesis is that democracies fail totget social rights because
courts do not enforce them. This argument is basedhe idea advanced by social
rights advocates | have discussed in this sectiemocracies are unable to give voice to
the marginalised groups (minorities or majoritiasl the adjudication of social rights is
necessary to correct this shortcoming in the remragive institutions.

The problem with this hypothesis is that it conicéxl the history of the
successful welfare states in Europe, which weratecethrough the victory of left-wing
parties in the political process (Przeworski, 198B)en in late democracies, it is not
difficult to find representative governments tha¢ supported by the poor and create
policies that have a relevant impact in improvingit lives.

For instance, in Brazil, the political party curilgnin government was re-
elected twice with massive support from poor peagd@inst an opposition mainly
supported by the high and upper middle classesgé®ir009). During its term in
government, the extension of universal policies tredcreation of policies focusing on
the poor and the extremely poor — the most inteyvnally famous of them being the
cash transfer program call&blsa Familig'’— played a direct role in increasing life

expectancy, reducing income inequality and bringilogvn illiteracy, child mortality

2" Rasella et al. (2013), in a nationwide resear@mahstrated thaBolsa Familiahad a significant
impact in the decrease in childhood mortality, esdly for deaths attributable to poverty-relatexises
such as malnutrition and diarrhea.
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and the level of poverty and extreme poverty in poeulation to unprecedented low
levels. The country achieved many of the Unitedidwet Millennium Development

Goals and was praised by the representative ofUhied Nations Development
Program as an example for the world in the fightimst poverty and inequality
(BRAZIL, 2013A; for an economic analysis of the pbenenon in English see Neri,
2009).

Langford (2008, p.33) mentioned Brazil as an examgdl how the political
representation can fail to address the needs @lodisadvantaged groups and this is
what, according to him, led to the judicializatiohsocial rights. This argument ignores
the importance of the policies aimed at poor peaplé their massive support for the
incumbent government. It also fails to considett tih@ policies that benefit the poor
were not produced by judicialization and in anyrgyas we have seen in chapter 2, that
poor people are not the main beneficiaries of $ahts litigation in Brazil (at least,
not in the case of the right to health). HirschDX2, p.457), when discussing the
relation between social rights realisation and daay, also mentions the case of
Brazil, but as an example of a country that all@®dapoverty via “targeted government
policies” rather than by constitutional reformsconstitutional jurisprudence.

From a cross-country comparative perspective, asodstrated by Hirschl
(2011) and Hirschl & Rosevear (2011), there is paadation between the level of
constitutionalization or justiciability of sociaights and the breadth and quality of the
welfare state in a jurisdiction. It is not diffi¢ub find countries where social rights are
not protected in constitutions or justiciable, that provide generous social protection
for their populations based on an egalitarian cptiee of social justice (e.g., the nordic

countries). Hirschl & Rosevear have also testedirtiy@act of generous constitutions
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with great judicial review on different countries terms of social inequality and the
human developed index. Their conclusion is that ithpact is “[gJuite negligible”
(Hirschl & Rosevear, 2011, p. 223-224).

In sum, the way democracy is portrayed by socights advocates is
theoretically incomplete and can be contradictecetmpirical evidence. Democracy is
not a guarantee that social inequalities will suced and social needs will be fulfilled.
However, neither is the lack of social rights adjation an obstacle for democracies to
provide decent welfare protection.

It could be argued that even though it is true thehocracies can protect the
poor and reduce social inequalities without socights adjudication, they could
perhaps do even better if there are institutionshsas courts, that can correct them
when they fail to do so or do it imperfectly. Eviésocial rights adjudication may not
be necessary, they can be a supplement and my anjulmes not allow us to conclude
that their existence is an obstacle for policieseal at the poor either.

This brings us to the second hypothesis to expléiy democracies may fail to
reduce social inequality and provide welfare sawifor the poor: redistribution is more
difficult when the institutional arrangement cresag greater number of veto points,
which may have the effect of impairing and/or rétag innovative and encompassing
welfare policies designed to ameliorate inequaliti@hapiro, 2003, p. 109). Veto point
can be defined as amstitutional arena with jurisdictional power fpolitical actors to
overturn legislation or policies that threatdmse actors' interests or objectives
(Immergut, 2008; Immergut, 1992, p. 27-28; Tay@006, p.338). They include, for
instance, bicameral legislatives, federalist systeminoritarian parties in coalition

governments, referenda, separation of powers ahdglireview.
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| propose that, in order to have a more realistmoant of the courts’ role in
democracies, it is necessary to see what courts aeto points — (see Taylor, 2006;
Taylor, 2008) and not what we would like them to-ba “voice for the poor”, a correct
for blind spots and inertia, a promoter of accohiitg and of responsiveness, a
counterbalance to minoritarian/majoritarian bias, emhancer of participation or an
“energizer of the political process”. All veto ptsnincluding courts, can promote all
these functions but it is important to look at wpatitical science has discovered on
their actual impact on policies aimed at the poor.

Lijphart (1999) ran a study which included many dernacies around the word
and found a correlation between less veto point$ @wore encompassing welfare
policies. Shapiro, drawing on an extensive liter@tan the functioning of many veto
points, concludes that they limit the institutiosalpacity to distribute (Shapiro, 2003, p.
110).

Focusing on more in-depth analysis, Ellen Immerd®92) tried to answer
why governments’ proposals to create a universaltihecare system succeeded in
Sweden, were partially successful in France arddan Switzerland. According to her,
political parties and politicians in these courgrgaw national public health systems “as
a vivid expression of their distinctive ideologigabfiles and as an effective means of
getting votes” (Immergut, 1992, p.1). On the othand, interest groups — especially
doctors — saw these proposals as a threat to da&mnomy and privileged status and
income. This conflict was present in all the thuntries, but what explains the
different level of success of the interest groupsiast these proposals was the existence
of accessible veto points. In Sweden, the parlidargrsystem gave to the executive

dominance over the legislative process withoutifgaretoes from the legislative or
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other institutions. In France, the executive hask leontrol over a very fragmented
Parliament, which was much more open to the inflteef interest groups. In
Switzerland, interest groups could launch a refdwem in which, historically,
legislation and policies were more often rejectldnt accepted, and thus the Swiss
government was forced to withdraw the proposalsni@mre comprehensive reforms
(Immergut, 1992, p. 147-148).

The caseChaoulli?*®, in which the Supreme Court of Canada struck down
provisions in Quebec’s legislation that banned gigv medical insurance in this
province, opening the path for a two-tier publialie system in Canada, is also an
example of how interest groups with concentratéer@sts were able to make use of a
veto point against a universal public health systenthis case, however, the veto point
was the court and interest groups were speakinittggiage of rights®.

Each veto point is a new arena in which differeagources will have to be
mobilized. For instance, if courts intervene in fleéd of health care allocation, it will
not only be sufficient to mobilise resources in pwditical sphere (through lobbying,
demonstrations, voting etc.), it will also be neezey to defend the same interests in the
judicial sphere, demanding a completely differamiguage and resources.

Those who are proposing social change will havieetskilful and resourceful
enough to win their battles in these very differantnas. Therefore, the association
between more arenas of participation and higherctigts of policy implementation

created by veto points should not be overlookelfFa2008 p.159).

218 Chaoulli v. Quebec (Attorney Gener§2005] 1 S.C.R. 791, 2005 SCC 35
219 For an analysis of this case and its consequeseeing (2006) and Flood (2006).
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Moreover, the fact that a neglected voice was haaodurt does not guarantee
that those who were heard before (at administrativéegislative level) will now be
heard again or their voices given adequate wei§btalready discussed, there is an
extra burden for those who were benefited by thmiaidtrative or political decision
and have to defend their interests or present #igirments before courts. Especially in
cases of common goods such as universal welfareigglwhere the aggregate benefits
are vast and dispersed, but costs are concentthtest who would have been benefited
if the original decision had not been reviewed nmay even know that they were
affected by a veto or may not have the incentivesrasources to act. This is a general
assumption about the use of veto points that gipties to courts (see Komesar, 1994,
p.129; Taylor, 2008, ch.4; Elhauge, 1991, p. 77).

Even if veto points may be overturned by governmsiethere are always
transaction costs in doing so, and these reducergment’s capacity to enact policies
and legislation. For instance, if a government réelsio overturn a Constitutional Court
decision in systems of strong judicial review, ibwid be necessary to amend the
constitution, convince judges to change their miids instance, the famous “the
switch in time that saved nine” in the Supreme Caodfirthe United States during the
New Deal) or wait until new judges substitute fonge who made the decision.

It could be asked whether courts, when adjudicasingial rights, can be
analysed as veto players, since they are not foynbébcking a decision, but rather
forcing a decision to be made. However, in a cadntei limited resources and
competing interests and needs, any decision ogi¢hi@a government to do something
will be indirectly vetoing the possibility of antainative use of the same resources.

Investing in what was ordered by courts impeaches government (either the

244



legislative or the administrative branch) from a#litng the resources according to its
own preference or criteria. Therefore, when cofatse the mobilisation of resources to
meet a certain need, they overcome the priorityngetormerly planned by the primary

decision-maker to a certain extent.

The effect of veto points is obviously two-fold. pblitical system with many
veto points makes more difficult the creation ablwelfare states, but can also make
more difficult its retrenchment. Governments thahaentrate decision-making power
and do not have to overcome veto players can aialdoenefits more easily, although
this can be balanced with that fact that it wikalbe easier to make them politically
accountable to voters because the responsibifiiiethe decisions will not be diffused
across many institutions (Bonoli, 2001). Veto psioan be used by those who have lost
in the political process to take the dispute toifeint arena, and this can be used
either by those who want to bar the developmemedistributive policies, as well as to
prevent these policies from being cut.

In other words, governments facing many veto poingsich as courts - will
have more difficulties to enact rights-abusive $égion and policies or deconstruct
them when they already exist, but they will alsadfit more difficult to enact rights-
protective ones (on this, see Tushnet, 2011, p.BO8ge, 2001, p.357). This is a trade-
off that needs to be considered more seriously wae@vocating for social rights
adjudication and also when discussing the diffetgpés of adjudication (see section
6.2).

To conclude, the same interest groups that candeiascratic systems against
the poor and marginalized can also make use gatitn. Thus, in order to justify an

expansion of social rights adjudication, sociahtiggadvocates should do more than just
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argue convincingly that the political process prEiiundesirable outcomes. They need
to demonstrate that there is something differemutittourts and the judicial process
that makes them less vulnerable to the same be@sitlentify in politicians and the

political process. Thisets the scene ftine section that follows.

6.1.3. Idealising what courts are and what theyhmn

As argued by Komesar (1994) and Elhauge (199&phalysts want to compare
two institutions, it is a methodological mistakecmmpare how one institution actually
works with how the other institution should workhi3 is what social rights advocates
do in order to build the argument that courts stidudve a major role in reviewing
resource allocation decisions: they not only presiem problems and limitations of the
democratic process, but they also idealise whatte@nd judges are and what they can
become. This is what Vermeule (2006, p.17) calksl/fnmetrical institutionalism” that
creates a “nirvana fallacy” — a “pseudo-instituibanalysis” to compare a jaundiced

view of one institution with a rosy view of the eth

A heroic view of courts
Sometimes, it is just assumed that courts arern$igution that protects social
rights. For instance, Fredman, after critically aésng how the democratic system
works and how exclusive it is, proposes that couads contribute to strengthening
democracy through human rights (2008, p.93):

Opponents of justiciability argue that if the picl
system is defective in the extent to which ordinaepple
participate, the answer is to improve the politisgtem
rather than taking away more power from the peopie
giving it to the courts. However, this is a false
juxtaposition. It has already been established thamhan
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rights and particularly positive human rights dsitigre
essential to protect the basics of democracy, dnetuthe
socio-economic conditions necessary to ensure aotpst
equality in the right to vote (Fredman, 2008, p)103

The same reasoning can also be found in Nolan (2p11180- 182) and

Langford (2008, p.32), who each affirm that judicgamforcement of social rights is

necessary and legitimate because courts have tigatodn to protect rights. Nolan

argues that

[w]ithin modern constitutional democracies, thektad
reviewing state action for compliance with fundataén
human rights is generally assigned to the courtsaor
similar adjudicative body (...) A judicial refusal émforce
children’s socio-economic rights essentially opesato
render the elected branches of government, ratiaer the
courts, the ultimate arbitrator of socio-economights
issues, resulting in a distortion of the roles okt
respective institution in a democracy (Nolan, 2q1.181).

These arguments are begging the question, asswmhiagthey want to prove:

courts can adjudicate social rights because thsiitutional mission is to protect rights.

However, whether courts are really necessary ttept@ocial rights, to what extent or

if they are the most appropriate institution tosdoare exactly the questions in debate,

and cannot be just assumed.

There is some level of idealisation about how wdrk and what judges are.

Firstly, courts are seen as immune to economicakgolitical, or collective power and

moved only by their professional duty and commitimen human rights (Fredman,

2008, p.106). For instance, Fredman (2008, p.1fiina that “judges are required to

come to the process open to the possibility of d@e@rsuaded by one side or the other,

and the outcome is often a synthesis of the argtsadrboth sides”.
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A similar idea was advocated by Bilchitz, accorditgy whom political
representatives make policies driven “by popularéther than principle” and may not
be used to detach themselves from their own partisgerests and personal beliefs.
They are focusing on defending their argument, ttial/to give a fair characterization
to opposing arguments” and are under the pres$yparty leaders, colleagues, friends,
lobbyists, media and time-constraints. Courts, ba other hand, decide through
deliberation and discussion between judges andareulnerable to “the rules of media
and politics, which impose hefty time constraint®n debate and encourage emotional
and rhetorical flourishes to win debates”. In ceuit follows, “detailed and lengthy
submissions can be made in relation to complex ersatand a careful, reasoned
judgment must be written when deciding such matfersing judges to articulate clear
reasons for their conclusions”. Moreover judgesvéhleen trained since their student
days to reason about matters of fundamental rightkich “usually involve separating
out illegitimate ‘personal reasons’ from those ttah be offered legitimately as a basis
of public justification”. To conclude, he affirméadt “as in most countries, the very
definition of a proper exercise of judicial powsrthat the law be applied ‘impartially
and without fear, favour and prejudice™ (Bilchi2008, p.121-126).

Courts are also seen as “the guardians of the itatist”, the “beneficent
agency” to protect the rights of those who arewetl from democracy, given that they
“cannot assume that the legislature and the exexwtill protect their rights” (Nolan,
2011, p.182). As an argument in favour of socigts adjudication, Nolan (2011, p.54)
also mentions that because those who suffer wolsitof their socio-economic have a
different socio-economic status from that of eldgbeliticians, the latter may be less

sensitive for the needs and voices of the former.

248



In the same way that broad statements about theaatit system fail to pass
a more rigorous scrutiny that takes into considenathe variety of democratic systems
and the nuances in their functioning, the desaniptif courts and judges these authors
offer is also too general to be regarded as inhriaccurate.

The belief that the attitude of judges will be msggnpathetic towards human
rights protection, the interest of marginalizedugr® or other altruistic values relies on a
simple individual preference of the judge and thereno evidence that their legal
training or institutional role will make them matemmitted to these values and groups
than legislators or bureaucrats (see Tushnet, 201306-307; Vermeule, 2006, p.258;
Waldron, 2009; Elhauge, 1991, p.85; Hirschl, 2007).

Even though it is possible to mention some casewhith courts actually
protected groups that were not receiving equal idenation from elected governments
(the Warren Supreme Court in the United Statesthadost-apartheid South African
Constitutional Court are commonly mentioned), thisr@also consistent evidence that
courts generally not only fail to protect theseugp® against oppressive legislation or
policies, but also contribute to making their sitoia worse by blocking redistributive
reforms put forward by democratic politics (for emernational comparative analysis
see Hirschl, 2007). The idea that courts are ceumggoritarian forces is questioned by
research that has found that courts tend to reftextpublic opinion or the agenda of
national political elites (see, for instance, Tushr2001; Graber, 2005; Dahl, 1957;
Powe, 2000; Landau, 2012, p.403; Vermeule, 259)leAst in the long term, if the
political elite or public opinion are mainly progsave, courts will be progressive; if the

formers are conservative, so will be the latter.
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From the side of politicians, in a culture wheremam rights are given due
importance, voters, media and opposing politicaitigg will give a hard time to
candidates whose views and actions show a low Evemmitment to human rights in
general and to some underprivileged groups in @adati. It is also not very difficult to
spot in most democracies politicians whose careerbuilt upon the protection of some
discriminated groups (women, gays, indigenous gspbhandicapped people etc.).

The argument that politicians will be less sensitir the needs of the worst-off
because they will probably come from different seetonomic backgrounds is also
very problematic. If it is true that politicians Iwigenerally not come from
underprivileged classes, the same could be sajddges. In fact, it is probably more
frequent to find politicians from underprivilegeddkgrounds (elected with the support
of social movements, communities, trade unionoopersonal charisma) than judges,
who are necessarily highly educated law§/8rgherefore, it would not be surprising if
judges reflect the values of the professional uppieldle class from which they are
drawn (Hart, 1980, p.58-59).

Moreover, it is far from certain that courts, whagciding social rights cases,
will actually make a more reasoned and detachedsidac achieved through
deliberation (in the sense that they will searchtfe best argument). Judges have a
certain level of political insulation guaranteedlifg tenure and other institutional rules,
but that does not mean they are isolated from pres&or instance, as we have seen in
cases involving health care in England, courts waeréer huge pressure from public

opinion, newspapers’ headlines and patients (sapteh4). The cases were framed in a

220 pccording to a survey by Blackwell (2012), the niers of the English judiciary are mainly men,
educated in elite schools, from affluent family kground with connections to the legal profession.
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way that made it very difficult for courts to batanproperly the needs of an identified
individual human being against the unidentifiedistizal lives of others competing for
the same resources. In this situation, courts (gscin Brazil) applying the “rule of
rescue” to avoid being held morally responsible fat saving a life is certainly
understandable. Courts, for good or ill, are amgHut isolated from interests and the
context in which the cases are brought to theirsit@t.

There is also a certain level of idealisation ie thage of courts (especially
appeal courts and constitutional courts) decidimpugh deliberation among judges
who engage in an intellectual principle-laden exg®a and provide thoughtful
justifications, in opposition to politicians who aée by aggregating votes that result
from interest-laden dispute and bargaining.

No empirical evidence is offered by social righttv@cates to support such a
general claim about how decisions are made in soumt order for courts to be a
deliberative forum, judges have to honestly engeitfe opposite views and be open and
humble to changing their minds when presented gaibd arguments. This assumption
relies much on the individual characteristics of fadge and may be an inaccurate
description of how decisions are made. Judges plidt#icians, tend to be strong-willed
and opinionated individuals, especially in consiitoal courts where their selection is
partially based on the opinions they hold on cartapics (Sen, 2013). It is true that
because judges have been trained as lawyers, #weyléarned to hear both sides of a
dispute and also to try to make impartial and usdradecisions based on public
principles of justice (as affirmed by Bilchitz, )0 However, as law advocates, they
have also been trained to take sides, to deferasa loy presenting their arguments in

the best possible way and to undermine their oppitsarguments. Thus, the argument
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that courts deliberate better than other branchgewernment is not very convincing if
it has to rely on the individual characteristicst@ining of judges. As affirmed by
Tushnet (2002, p.48), if the incentives for jud¢@provide reasons for their decisions
is the desire to do a good job (given that therelsody to punish them if they fail to do
s0), the same could be said about legislators itwilito listen to complaints from
constituents and to explain publicly, in newslettespeeches, and the like, why the
legislator does what she does”.

The deliberative capacity of courts also has ty m@h the courts internal
decision-making procedure creating incentives felibeération (Ferejohn & Pasquino,
2002). In some courts (e.g., the Supreme CourhefUS and the Brazilian Supreme
Federal Court) each judge issues her own decisenatim) and the decision of the
court will be the decision of the majority. That kea it very improbable that a judge,
after issuing her decision, will admit she was alljuwrong and change her view
because a colleague presented better argumenisiga has to be very modest and self-
confident to admit to the public, peers and theliattual community that she made a
mistake and a colleague did a better job. This hapen, but the incentives to do it are
not high and it rarely occurs (Ferejohn & Pasquiz@)2; Afonso da Silva, 2013). The
analyses of how the Supreme Court of the US an@thaeilian Supreme Federal Court
actually deliberate indicate that the quality ofilskration is very poor (Sen, 2013;
Afonso da Silva, 2013), and may not be so diffefeon how social rights advocates
describe the deliberative process in parliaments.

Other courts (e.g., the Constitutional Court of i@any) do not issue individual
decisions, but just a collegiate decision with eligsg votes, if there are any. This

institutional arrangement makes it easier for egghbion among judges to occur because
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the discussion happens in internal sessions betiogkd doors, making them more
open to counterarguments and to acknowledging wiegt do not know or are not sure
about, added to which there is the expectationttiet will reach a consensus (Afonso
da Silva, 2013). However, all this serves only take the deliberation in courts less
transparent and accessible, both key elementsyid@iberative enterprise (Sen, 2013).
Because they are less accessible, it is diffiaulkiow whether the judges reproduce
“behind closed doors” the poor quality of delibeatfound in courts that decide more
openly. Sen (2013), based on historical and engpiresearch, affirms that what makes
the decision-making process in the Supreme Couth@fUS similar to the decision-

making in Congress is what happens behind the sitageer-chamber conferences and
the exchange of private memos: bargaining, lobbgimg cajoling.

The comparison made by social rights advocates dmtwcourts and
bureaucrats is also highly inaccurate. It is somesi assumed that the overruling of
executive decisions by courts would face a lesmgerbarrier than the overruling of
legislative decisions, because the former’s legitignis not so strongly grounded on
equal political participation (Nolan, 2011, p. 10Thus, the democratic legitimacy
objection does not apply in the review of admirite decisions. It is also noted that
bureaucracies can be: overwhelmed by the amouwbd{; make mistakes; be biased,
inert or indifferent; carry out their duties in btaith; work under political pressure; lack
resources, time, transparency and public scrutamgt be vulnerable to capture. Let’s
assume that this is all true, but can’t the samsdi®, in different degrees, about courts
and judges? Courts can also be described as buaéaudeciding cases under
constraints of time, information, transparency amgbertise, and vulnerable to the

influence of interest groups and public opinionr{§&ein & Vermeule, 2002, p.39-40).
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Moreover, as | will discuss in the next sectiorg thore courts want to intervene in the
way policies distribute resources, the more thd/lvei vulnerable to the same problems
that administrative bureaucracies face, but withmaxing the capacity to achieve the
same level of expertise.

The idea that courts are impartial, detached frotteraal pressure, decide
matters based on reason, deliberation and committoehigh principles, reproduces
the classical theory advocated by some constitati@w scholars that separate politics
(aiming at immediate results, bargains, compromisaptured by interest groups and
with no duty to give reasoned explanation in orge)siand adjudication (above the
normal political dispute and based on reason amtipted appraisal) to deal with the
counter-majoritarian difficulty of judicial revie\{for a description and critical analysis
of these theories see Graber, 2002, p.323).

This separation, as already seen, not only lacksreral evidence but it is also
harmful for the legal scholarship because it prasathat Graber called “constitutional
ignorance”. It forecloses the interdisciplinaryldgue between legal scholars and social
scientists who inquire about what courts really o looking at them as political
agencies, making political decisions and embeddedpolitical context (Graber, 2002;
Shapiro, 2002).

According to Sunstein & Vermeule (2002, p.3), thealised view of courts by
legal theorists ends up creating a “heroic pictafejudicial capacities and, as a
corollary, a jaundiced view of the capacities diestlawmakers and interpreters, such
as agencies and legislatures”. This characterizatidhe institutions is not grounded on
evidence and creates a “radically incomplete” tosbnal analysis” (Sunstein &

Vermeule, 2002, p.22).
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When it comes to social rights, this oppositionwsstn courts, on one hand,
and politicians and bureaucrats, on the otheryénemore obscure. Speaking from a
different context, but one which perfectly appliesocial rights, Kennedy (2004, xxiii)
described the difficulty of those using the langaiadf law and rights to accept that
when advocating in favour of universal values ttedd certain groups or policies, they
are making distributional choices among winners &srs. This kind of decision
requires “pragmatism of consequences”, which tdégal professionals into the terrain
of politics. To avoid this uncomfortable situatidmyman rights experts try to resolve

conflicts and ambiguities “on the basis of a prsces ‘interpretation” which they

claim to be different from, and more legitimaterthpolitics and by “fetischiz[ing] the

judge as someone who functions as an instrumetiteofaw rather than as a political
actor” (Kennedy, 2004, p.22).

The problem with social rights realisation is naterpretative, but budgetary,
because it is a dispute among competing interegtsnaeds, and any decision implies
denial, negotiation, compromise and balancing (\Wald2010). As alerted by Griffith
(1979, p.15), “[o]ne danger of arguing from rigigghat the real issues can be evaded.
What are truly questions of politics and econonaiespresented as questions of law”.

Social rights (or a bill of social rights) do nadtde the policy disagreements
and distributive dilemmas about the allocationesfaurces in social care. No matter the
interpretative technique to find out whether socights in concrete cases have been
violated by the non-provision of a certain goodservice and whether this violation
should now be judicially redressed, — proportiagédalancing (Contiades & Fotiadou,

2012; Alexy, part 9), reasonableness (Young, 2@1P27) or minimum core (Bilchitz,

2008) —, courts aiming at identifying the substantcontent of social rights and the
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extent of the State’s duty to fulfill need to malkee same kind of analysis that is
expected from legislatures and bureaucrats wheitidgcon the allocation of scarce
resources. They have to consider the public inteeesnomic efficiency, administrative
appropriateness, social causality, competing valmelsneeds, principles of distributive
justice and so on.

One of the consequences of the use of the langofagghts to translate the
benefits expected from a policy is that “[flrom piding limits to administrative and
bureaucratic discretion, rights became dependeiitt ¢kioskenniemi, 2010, p.49). The
conflict of rights becomes a representation of floeial conflict to access scarce
resources (Shapiro & Sweet, 2002, p.180; WessdlR)abe solution of which depends
on resources and skills that will normally be ranecourts than in the primary decision-
makers whose decisions are scrutinised by judieiaew.

If an idealised view of courts fits uncomfortably the judicial function as
traditionally known, it is even more problematicciiurts go through some reforms to
overcome the problems of institutional capacity dathocratic legitimacy to adjudicate
social rights. Social rights advocates expecttihdite virtues of ideal courts can also be
added the benefits of making the judicial processremopen and with improved

capacity. In the next section, | will explore thentradictions in these ideas.

Reforming courts and the judicial process
Reforms to the “traditional judicial function” as#so suggested by some social
rights advocates to respond to the argument thatsdack expertise, knowledge and
technical information to deal with complex and magtric issues that can be raised in

cases regarding social rights. The suggested reforatude courts specialised in social
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rights; judges trained in social rights and soa@or®mic issues who can acquire
expertise through on-the-job experience; and a nogen and participative judicial

process in which courts can receive informatiormfrother sources apart from the
litigants, their lawyers and witnesses (via widansiing rules, amici curiae, public

hearings, court-initiated fact finding, special umy committees, and research bodies
with court appointed experts) (see Nolan at alQ72(.14-15; Nolan, 2011, p.195;

Mantouvalou, 2011, p.118; Langford, 2008 p.36; Rrad, 2008, p.107-108) .

The critique that courts lack democratic legitimasyalso addressed by the
proposal of more open and participative judiciadgass, coupled with legal aid, less
complex language, the permission to anyone actintpé public interest to bring an
action, and a simpler and more accessible procedipart from bringing more
information to courts, these reforms would, it @ds compensate for the lack of
democratic legitimacy caused by the non-represestass of judges by promoting
deliberative and participative aspects of demoescespecially for voices excluded
from the legislative and executive arenas.

A final set of reforms are aimed specifically doaling courts to guarantee the
enforcement of their decisions. It is suggested ¢barts can issue structural interdicts
and complex mandatory orders that with “carefulaghrg and the inclusion of a good
level of detail in an order may reduce the likebdaf non-implementation” (Nolan at
al. 2007, p.18; see also Liebenberg, 2010, p.7é4urt€ can also give themselves
supervisory jurisdiction with the possibility of qiring periodical reports on the
implementation of their decisions; create strugui@ monitor the implementation of
judicial orders; and delegate to appointed indigidu experts and bodies the task of

supervising the implementation of the decisions.
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The first problem with the argument that courts and judicial systeus be
reformed and thus be in a better position when @etpto the other branches is that
the comparison is between what bureaucracies ajslduresare vis-a-vis what the
judiciary can be Fredman (2008, p.93) argued that the responaedfective political
system is not its reform. Nonetheless, as seehdnast section, different democratic
political systems lead to different levels and leirad participation; and different levels
and kinds of participation lead to different poliaytcomes.

Social rights advocates normally neglect the féett tthe decision-making
process in the legislative and administrative bnasccan also be reformed and
improved. Some initiatives in the legislative ambingnistrative branches are identical to
some reforms suggested for the courts. Public hgsrand public consultation to
stakeholders and specialists can and do occur gluhe legislative process. The
administrative process can also be made more opamsparent, accountable,
participative and scientifically more sophisticatétie NICE in England and CONITEC
in Brazil analysed in this thesis are only two epé@a among others that could be cited.
Thus, a good comparative institutional analysisutha@ompare what the courts and
judicial process can be when reformed with what ddeninistrative and legislative
branches can achieve if certain reforms are made.

A similar argument to the one | am elaborating heses made by King
(2008A, p.114) when discussing the idea that arthebdeliberative democracy would
support judicial review:

why should a theory like deliberative democracypup
hard remedies (like striking down statutes) instedd
stronger participation rights at the legislative dan
administrative stages? And on that point, the meisihas

provided in those stages on some views compares quit
favourably with judicial procedures
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Acknowledging this will allow us to understand thentribution courts can
give when adjudicating social rights via the judicicontrol of policy-making
procedures, as will be discussed in Section 6.2.

The second problemis that the suggested reforms to make courts open f
broader social participation and better equippeddal with social policy issues will
actually transform them into quasi-legislative alagi-executive powers. Instead of an
arbiter of a dispute responding to the claims gbagite parties, the adjudicative role
will be intertwined with roles that are more similtéo those of policy makers
responsible for assessing the public good and riterests of a plurality of parties
(Allan, 2003, p.196-198).

As affirmed by Koskenniemi (2010, p.54), because ¢bnflict of rights is a
conflict of interests between right holders, it wpush human rights experts [and
judges] to participate in increasingly detailed aedhnical analyses of economic
efficiency, security, administrative appropriates)easnd social causality relating to the
alternative patterns of distribution”. Thus, thdtée courts carry out this activity, the
more they will resemble policy-makers.

However, | have already discussed elsewhere (se@86.1.2) how it would
be improbable that a judge (or a court), even wingimed and assisted by a group of
specialists, would have the same capacity as timo#ee ministries and secretaries of
government with expertise, training, experienceucstire, time and other resources
specifically designed to deal with these issuesreBucrats and politicians may
obviously make bad decisions because they aredyias@tured, had access to partial

data, had a wrong understanding of facts etc. Hewdhe same could be said about
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judges and their teams. In order to argue thatts@lould create a parallel bureaucracy
to order structural injunctions and supervise thgplementation of their orders, it
should be demonstrated that this bureaucracy yndearial auspices would be at least
as good as the governmental one it has to supeavideless vulnerable to the same
problems that may affect any bureaucratic body.

Additionally, a court trying to resemble administna or legislators will not
only be a less capable copy of either of the latiat it will also reproduce the defects
that social rights advocates identify in them. There politically influential courts
become, the more likely stakeholders will try tdluence judicial decisions. The
politicization of the judiciary is the flip side dhe judicialization of politics (Hirschl,
2012, p. 319; Ferejohn, 2002, p.64; Rios-Figueroda¥lor, 2006, p. 377; Elhauge,
1991, pp 81-83). If specialized courts and superyidodies under the auspice of
courts are created, the risk of capture of andtipaliinfluence on courts increase.
Administrative agencies are especially vulneralolecapture because they are fixed
targets and there are incentives for interestetieggato invest time and resources to
influence their decisions (Komesar, 1994, p.14@c the same reason, specialized
courts and their staff may face the same probledthis would inevitably jeopardize
the institutional detachment that is arguably ohéhe main advantages of the judicial
process. There is a trade-off between courts’ iaddpncy and accountability (Rios-
Figueroa & Taylor, 2006, p. 377) that social rigattvocates commonly overlook when
they advance ideas of making courts more partieipand responsive to social needs.

To transform courts into a deliberative forum (pigblic hearing, amici curiae
and so on) also brings the problem of (a lack efresentativeness that affects

legislatures or any other deliberative forum. ¥ ttourt decides who participates, then
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there is the problem of which criteria should belegl to select participants and how
representative they (public interest lawyers, nomegnmental organizations etc.) are in
relation to those whom they claim to represent. iWbeurts have the power to decide
the third parties who can participate in a legalkpss, there is the risk that the selection
of participants will reflect “preconceived ideastbg critical interest at stake” (Allan,
2003, p.197). Therefore, there is the problem kiggrthe protection of the interests of
those who do not participate, either for lack cfources, representation, information or
incentive because the benefits of a policy aredifiuse (as in the case of common
goods such as universal social policies).

Moreover, there is the risk that those in a delibee forum themselves
become an elite claiming legitimacy to speak in tiz@ne of groups or the “public
interest” but without being accountable themselidrbinati, 2010, p.74). And there is
no reason to believe that the socio-economic oitipall power differences that affect
participation and influence in the political systeamnd bureaucracies will not be
reinforced by law and adjudication (Fudge, 200B5p; Elhauge, 1991). These are
problems that any legislative or deliberative bbdyg to face.

Finally, it is important to highlight that the ide& deliberative democracy, that
inspires some social rights advocates, comprisdsomdy an inclusive and free
discussion grounded on convincing public reasons, dlso that the resulting state
action be responsive to such deliberation (ZurnQ720p.69-70). Therefore, even
assuming that courts can overcome all these paatmiy issues, there is no guarantee
that courts will understand the issue before themectly, give proper weight to all
participations or take into consideration all théormation brought to them (Elhauge,

1991, p.84). When there is a large amount of ccirily data and interpretations of
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complex facts, there is the risk that judges “mbgroy-pick from available studies to
support a foregone conclusion” (King, 2012, p.24)e outcome of the dispute (the
judicial decision) may not reflect the deliberatiabout it and judges cannot be
punished for not grounding their reasons on th&wief participants (Tushnet, 2008,
p.94).

For instance, the Brazilian Supreme Federal Caoorifs judgements post-
public hearing, did not deliberate on most of tBeopinions that were presented on that
occasion. It just picked a few contributions to sete criteria that, as | argued in
Chapter 3, did not consider some of the most ingmbraspects of the issue. Moreover,
in these decisions there was even a factual mistakeCourt affirmed that most of the
healthcare litigation is driven by claims for drudeeady included in the pharmaceutical
policy and hence courts were not creating poliay,rather just enforcing it. As saw in
Chapter 2, however, this conclusion is againstetkisting evidence. Finally, in recent
decisions the Court has simply ignored the disomssduring the public hearing and
decided as if the right to health were a “trump’dapolicy considerations were
negligible (see Chapter 2).

In sum, the more courts look like legislative artimanistrative bodies, the
more they will have to face the same difficulties those confronting the latters,
coupled with the problems due to their own insibodl limits.

It could be argued that a quasi-legislative or amsiiative judicial process
does not have to be superior to the decision makmdegislature and public
administration, so long as it adds a new layer Imctv the decisions can be reassessed
and mistakes of the primary decision makers cacobeected. However, it is important

to note that the virtues of courts’ assessmentaalanerely aggregate to those of the
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administrative or legislative level. The advantagéshe political and administrative
decisions may be simply undermined by decisionsewfewing courts which reverse
decisions from the political and administrative eqghbased on a different source of
evidence or opinion (Davis, 1971; King, 2012, p.1}rmeule, 2009, p.50). As
formulated by Vermeule (2009, p. 50):
Suppose that we have a well-specified many-mindsraent,
(...). Still, the superior epistemic judgments of mamnds may
simply be unusable by the legal system. The prohkerthat
those judgments will at some point have to be flladeor
refracted through the judgments of a much smalleug
perhaps a single mind, and this will result in madkof epistemic
bottleneck or chokepoint. The judgments of many minds may
be the input to a decision-making process, butafstructure of
that process requires or allows few minds to acoepeject the
many-minded judgment, or even just to interpretthien the
resulting decision may be little better than if e mind had
simply decided for itself, right from the start.
Thethird problem is that the more open the court, the less timallithave to
be an ideal forum of principles, reflection andiloelation. The idea that courts have
plenty of time to decide upon cases is far fromamtioversial, since courts tend to be
characterized by overload: there are normally nubséns than there are institutional
resources for the proper adjudication of each @a2005, p.716). It may be correct,
though, when applied to courts that have broadsereiion to choose the cases they
want to hear and thus have control over their wia#tl For instance, in the Supreme
Court of the United States, in 2011, more than @ Ja@suits are filed per year but less
than 1% received permission to be argued (Supreoet ©f the United States, 2012);
in the Administrative Court of England and Wales2@06, only 22% of the 3,390

applications for judicial review that reached thave stage were granted permission to

proceed (Bondy & Sunkin, 2009). In both countriesas noticed that while there was a

263



steady increase in the number of cases that wleckifi the last decades (McLauchlan,
2005; Bondy & Sunkin, 2009), courts were able totoa the impact of the increase on
their workload by using their discretionary poweichoose the cases to be judged.

On the other hand, the Brazilian Supreme FederalrtC(STF) had no
discretionary power to choose the cases to be qudigesed on their substance until
2004, when the 45Constitutional Amendment allowed the court nobéar a case if it
had no “general repercussion”. Because the “gemeparcussion” rule applies to only
one sort of appeal (“Recurso Extraordinario”) ahd STF has jurisdiction to judge
many other kinds of legal actions, even after anstitutional Amendment the STF
judged 80,730 cases in 2012, a figure that impsessy analyst of the couit! In
Colombia, citizens can file a legal action calletitéld® when they have their
constitutional fundamental rights violated. Thisi@at can be filed informally (orally or
via telegram) without the need of a lawyer, hasummary procedure and has to be
decided by the court within 10 working days staytiinom its filing. As a result,
405,359 “tutelas” were filed in Colombia in 2011 .dbes not matter if the decision in
the lower courts grant the “tutela” or not; theeasas to go to the Constitutional Court,
which then has the power oértiorari to decide which cases to analyse. In 2011, the
Constitutional Court heard 629 cases (0.15% ofdted) (Defensoria del Pueblo, 2012).

The examples | mention here are designed not enghow that the workload
of courts differ according to the rules of the leggstem, but that there is a trade-off
between more accessible courts and their capacitgetide cases without time-

constraints and in a deliberative and attentive.vifathe procedural rules make courts

221 Data available in the Supreme Federal Courffieial website. For a brief description of the
functioning of the Brazilian constitutionality ceoat system in  English see
http://www2.stf.jus.br/portal Stfinternacional/cmefConteudo.php?sigla=portalStfSobreCorte_en_us&id
Conteudo=120199. For a more analytical descripgem Verissimo (2008).
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very accessible (e.g., the Brazilian Supreme Fédsoart), then they will probably be
overloaded by an enormous amount of cases and arld question the capacity of
judges to reason carefully and deliberate propsitly colleagues before deciding them.
On top of that, if it is also expected that colrésopen to the participation of interested
parties and specialists (via amici curiae, pubkarings etc.), issue detailed structural
injunctions and be responsible for supervisingithglementation of the decision, then
the capacity of courts to judge carefully an enarmavorkload is even further
jeopardized (see Landau, 2012).

On the other hand, if the power cdrtiorari is used to allow courts to choose
the cases they want to judge according to their camk of priorities (see Vermeule,
2006, p.269), then one could question whether theep of agenda setting in social
policies should be given (even if partially) to dsy which have less democratic
legitimacy and institutional capacity to make tkiad of decision when compared to
the other branches of power. Especially in coustriéth serious social problems in
almost all areas (housing, education, health caxg, & all the people in need have an
equal chance of reaching courts, and judges arectegb to decide carefully, deliberate
and take into consideration the opinions of akiiasted parties, then the judicial system
would be overwhelmed to the point of collapse orcéa to filter out complaints
according to their own perception of what are tr@simmportant demands that should

receive their attention.

6.2. Typologies of social rights adjudication
In the last section | discussed the argument addhby social rights advocates
that the problems of courts’ democratic legitimand institutional capacity in social

rights adjudication are overestimated or can beamee through reforms in courts and
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judicial process. | argued that adjudication is aotorm of decision-making that is
above politics, and that courts should be analgsepist one institution, among others,
available to solve problems (on this, see King,Z2@l150).

This does not deny the potential benefits of adjtibn, such as promoting
accountability and participation; demanding tramsepay and justification; reviewing
discriminatory and abusive decisions; guarantepimogedural fairness; and correcting
unfairness in concrete cases. However, these paltdénefits have to be considered
without idealizing courts and judges. They havebéocompared with those of other
institutions, grounded on evidence and weighedratjidhe problems of institutional
capacity and democratic legitimacy that cannot bdetestimated or believed to be
attenuated by reforms without creating differentsof problems.

It is true that social rights advocates recogniaerts as secondary decision-
makers that should be aware of the risks impliedaaial rights adjudication (see, for
instance, Nolan, 2011, p.191-192; Fredman, 2008)%.Bilchitz, 2008, p.132). This
point is invariably explicitly stated, but not fogr developed. This creates either a
mismatch between premises and conclusions of therants; or recommendations that
are developed to be applied by ideal judges becgigesignificantly more weight to
the benefits that can be expected from adjudicatather than to the judicial fallibility
and the systemic impact of judicial rulings. Usiagpatial metaphor, the theories of
social rights advocates are very clear about whetets should go, but much less so
about when and why they should stop. | considex #hserious flaw in these theories
because a good theory of social rights adjudicadloruld encompass a good theory of

judicial restraint (King, 2012, p.121).
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This chapter is based on the premise that judigalew is justified when
either the reviewer can do better than the reviearedthen the former has a different
capacity or is in a different position that can make decision of the latter better. This
is why the kind of enforcement applied by courtsttera. The dichotomy
abdication/usurpation (Michelman, 2003) providegeay good framework to analyse
the dilemma courts face when they have to decidescaegarding social rights.
Nevertheless, a more nuanced assessment of whas douis necessary to balance the
potential benefits of litigation on one side andy the other, courts’ institutional
capacity and democratic legitimacy, their fallityjiand the limits, potential and risks of
the different ways social rights can be judiciahforced.

| suggest here a typology of the different typesjuaficial enforcement of
social rights and analyse each type in terms ofcfrts’ institutional capacity and
legitimacy; (2) the direct benefits for the litiganand (3) the direct benefits for those in
the same situation but who did not participatenmjudicial process.

Drawing on Jeff King's (2012) work, | consider thaburts’ institutional
capacity and legitimacy will be inversely propon#b to (i) the democratic pedigree of
the decision, as long as it does not ignore asiggue and does not address the rights
of someone belonging to marginalized group (Kin@l2 ch.6); (ii) the polycentric
impact of the decision in terms of the number anerdity of interests implicated, and
the depth and breadth of the impact (King, 20127;ckee also King, 2008B); (iii) how
much the resolution of the issue depends on teahommpetence, large amounts of
data and interpretation of complex social sciengdemce (King, 2012, ch.8); and (iv)
the need for flexibility for responding to unforeseinformation or developments (King,

2012, ch.9).
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By “direct benefit for litigants” | mean the capgcof the decision to change
the status quadn which the claimants’ right is considered vielat The “direct benefits
for those who are in the same position as the daifris the capacity of the decision to
deliver benefits not only to those who litigatet biso to a certain class of people who
are in the same situation (in terms of the needafaertain social provision) as the
claimant. | emphasize the idea of “direct” benbétause social rights adjudication can
have “indirect” benefits (for instance, see BrirksGauri, 2012; Hoffman & Bentes,
2010, Prado, 2013), but they are generally lesdigable, circumstantial and difficult
to analyze and interpret, especially if long terffeas are considered (see Tushnet,
2012; Kapiszewiski & Taylor, 2012). The cases odBIrand England in this thesis (see
particularly Chapters 3 and 5) have shed lighthenrelevance of the indirect effects of
litigation, but the lack of data on the systemaitd long term indirect effects of
litigation in other jurisdictions do not allow brer comparisons.

To build a typology of the judicial enforcementsafcial rights is certainly not
a new idea and the one | propose here draws heawilthe work of David Landau.
Landau (2012, p.413) identifies four types of reieedn social rights adjudication:
individualized enforcement, negative injunction,akdorm enforcement and structural
enforcement. Each type is classified according te tfollowing variables:
legitimacy/capacity costs for courts; effectivenesschanging practice and likely
beneficiaries. His conclusion is that individuatizenforcement creates low costs for
courts in terms of legitimacy/capacity, does nt¢rabureaucratic behavior and benefits
middle and upper class groups; negative injunctiomseate moderate
legitimacy/capacity costs for courts, strike dowws$ but maintain the status quo and

benefits middle and upper class groups; weak-formforeement has low
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legitimacy/capacity costs for courts, will not causny change and thus nobody will
benefit; lastly, structural enforcement createshHagitimacy/capacity costs for courts,
may alter bureaucratic practice and may target i@hess groups.

| do not use Landau’s typology as a whole becalisedgative injunctions (for
instance, decision to strike down cuts in pensiongublic servants) are not analysed
in my thesis, which (as we have frequently seemnily about demands for positive
obligations to fulfill; (2) | consider that indivichl enforcement creates high
legitimacy/institutional capacity costs for courts(3) | do not analyse
legitimacy/institutional capacity costs but legidiny/institutional capacityout court
(4) remedies like those applied by English courteemvcontrolling the procedure of
health authorities, which | call procedural enfenemt, do not fit in his typology; (5) |
do not analyze the beneficiaries in terms of soclaks but in terms of impact on
litigants and those who are in the same condit®tham; (6) | narrow the analysis of
effectiveness to consider short-term benefits, mitleat, as already mentioned, long
term-impacts of litigation are mainly indirect ammbre controversial to measure.

| organize my typology and the variables in thel&abbelow:
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Table 2 — Types of judicial enforcement of socialights

Institutional  capacity | Benefit to litigants’’> | Benefit to others in
and legitimacy the same situation
WEAK
STRUCTURAL HIGH LOW LOW
ENFORCEMENT
STRONG
STRUCTURAL LOW HIGH HIGH
ENFORCEMENT
INDIVIDUAL
ENFORCEMENT LOW HIGH LOW
PROCEDURAL
ENFORCEMENT HIGH HIGH HIGH

The attempt to build a typology to weigh the upsi@®d downsides of each
type follows the advice of King (2012, p.8), whdticizes theorists who develop highly
theoretical arguments and try to fit in a few deddases, “instead of showing how that
argument can function predictably in the handseal judges”. The typology is also
important because it should allow us to distinguwah support or critique to a particular
decision and our opinion about a certain type g@ididation. Every type can produce
outcomes that we may agree or disagree with, lmuptint in this chapter is to identify
the characteristics of each type in order to urtdadshow they operate and the likely

consequences that can be expected from their apiphc

6.2.1. Weak structural enforcement

By structural enforcement | mean a model of adpiibe in which the cases
are not decided as a dispute between two partigshybthinking in prospective terms

with a view to putting forward a far-reaching refothat aims at affecting a multiplicity

22 Or those people petitioners want to benefit, eszof public interest litigation.
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of parties and taking into consideration an “arrafy competing interests and
perspectives” (Fiss, 1982, p.123).

It is sometimes suggested that the problem of sbunstitutional capacity and
legitimacy to adjudicate social rights is overestied because courts do not necessarily
have the last word. The idea of weak remedies iguitbusly mentioned to make the
point that there is no significant risk that countdl take over the power to decide on
the allocation of resources in welfare policiesaase they will not have the last word
on the issues. The power of courts to act as veiatg (see section 6.1.3) is reduced
because it is easier to overturn a weak enforcethanta strong structural enforcement
decision.

In weak forms, courts can point out blind spots dnddens of inertia
(Dixon,2007) and propose changes, but primary decisiakers have the possibility of,
without much cost, responding to courts and pogsiVising the judicial decision if
they find it mistaken (Tushnet, 2008, p.23). Amomgak structural remedies can be
included declaratory decisions and a requiremeatt ttie State develop plans aimed at
eliminating the violation of rights within a reasdity short but unspecified time period,
with high discretion in terms of implementation andth light oversight on those
implementing it (Tushnet, 2008, p.248).

These weak remedies are not aimed at providingsgmal and present”
benefits (Tushnet, 2008, p.242). It is expected jhdicial decisions will promote
dialogue and deliberation among branches of govemirand among government and

other stake-holders rather than concluding theudson on the provision of social
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rights. The cas&rootboom?in South Africa is commonly mentioned as an exampl
of a weak form of social rights enforcement: then§dutional Court simply declared
that the government’s policy was inconsistent vitike right to housing of those in
urgent need but did not enforce coercively a changbe housing policy against the
State (Tushnet, 2008; Dixon, 2007; Sunstein, 2004& decision also used somewhat
subjective concepts such as the government’'s dutyake “reasonable” measures
toward the “progressive realization” in order tatect people living in “intolerable
conditions” (Kapiszewski & Taylor, 2012).

Even though weak enforcement raises fewer objestimygarding courts’
legitimacy and capacity when compared to strongreeiment, the downside is that it
may not accomplish much. Weak forms are criticiZed providing very limited
benefits to litigants and failing to protect thecisb rights of poor people (Nolan, 2011,
p.234). According to Landau (2012, p.404): “[¢¢ymatic failures in both legislative
and bureaucratic politics in developing countrieskendialogic approaches unlikely to
work in those countries—the intended recipienths tialogue is unlikely to respond
effectively”. If the government fails to give efteto the decision, courts have no
enforcement power to make the expected change hajpron, 2007; Nolan, 2011,
p.211) and the lack of more concrete outcomes smourage people from approaching
courts claiming that their social rights are beimated (Brand, 2003, p.52-53)

Even though | present weak and strong remediesn(gtstructural remedies
will be discussed in the section below) as idepésy in practice they are opposite poles

of a continuum. As analysed by Young (2012) whessenting her typology of social

22 Government of the Republic of South Africa and BtheGrootboom and Othef2001] (1) SA 46
(CC)
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rights adjudication, there are many possibilitiesbetween these poles. Instead of
analyzing each of them, | intend to emphasize théetoff between weak and strong
remedies. The more a remedy goes closer to whallllvweak review, the less
problematic it will be in terms of institutional gacity and legitimacy, but the less
direct benefits can be expected from it. On thesiothand, the closer they are from
strong remedies, more direct benefits can be eggdebut the less institutional capacity
and legitimacy courts will have to do it. No mattenere a structural remedy stands in
the continuum, this trade-off will be felt.

If we expect courts to have more “teeth”, then \agehto accept that they will
have power to force the implementation of theirisieas when the government fails to
comply with them by not providing the judiciallydered benefits. On other hand, if we
expect courts to be aware of their limitationsntlaee may want to reduce the costs for

the other branches of government of disagreeinky thigm.

6.2.2. Strong structural enforcement

Strong structural enforcement occurs when coursieisorders for the
realization of concrete changes in a certain paticghe enactment of comprehensive
programs. This may happen via robust remedies asidtructural injunctions, complex
and detailed mandatory orders that can establslytials to be achieved for the State,
mechanisms for monitoring administrative authositieompliance with the judgment,
periodical reports about the implementation of ¢éhder, and the possibility of finding
public authorities in contempt of court if theylfen do so.

In strong remedies, the court itself defines tivell®f fulfillment of a right that

Is constitutionally required and makes a very tightd continuous oversight of its
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ruling’s implementation (Tushnet, 2008, p. 233).clntrast with weak forms, even
though the public authorities may have some fléitypand there may be dialogue
between them and courts, courts have the finahbayt the goals and the adequacy of
means (Nolan, 2011, p.210). Young affirms thatrjrjudicial review tends to coincide
with ideas of minimum core or a substantive juatiée minimum (2012, p.85).

The following description of the Indian Supreme @odoy Fredman (2008,

p.129) describes what a court using strong reméols like:

The Indian Supreme Court has not only used mandémus
issue detailed directions to States or the central
government of India to implement its orders, it laso
developed the remedy to give it ongoing supervisory
powers, using the device of interim orders and ticming
mandamus’, which keep the case open and require
ongoing reporting to the Court on the extent of
compliance. Litigants and interested parties retorithe
Court periodically, generally every two to threentits, to
report on implementation and request new orders,
allowing flexibilty = as  circumstances change.
Commissions appointed by the Court are also given t
responsibility of supervising implementation, arepart
regularly to the Court. This makes it possibletfer Court

to frame far-reaching, forward-looking remedies ethi
can include structural changes, and then to sugervi
progressive implementation. All of this is backea hy

the contempt power, which the Court is not loathuse,
even against high-profile government or electettiailfs.

There are different levels of strength, dependindhow intrusive the judicial
decision is and how much flexibility is given tcetauthorities to comply with it. Some
authors suggest that courts should make allocatiotie budgetary level. For instance,
Bilchitz (2008, p.132-133) suggests that in orderréspond to the problem of an

insufficient budget to fulfill the basic needs bétpopulation, a court can
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[S]end the policy back to the executive for a m@adtion

of resources that meets the priorities in questiomay on
occasion be able to ascertain that there are airead
sufficient resources in the coffers such that campe
needs would not be prejudiced by an order requitiney
provision of some service. In other cases, it Widle the
power to pronounce upon a clear mis-allocation of
resources and order that this be remedied.

The examples of strong structural remedies in so@hts come from the
Constitutional Court of Colombia and the Indian fumpe Court. The experience of
strong structural remedies in these countries imgeof effectiveness is mixed but,
when compared to weaker forms of remedies, theynsee be more effective in
inducing change and therefore benefiting litigatds, in cases of public interest
litigation, those people petitioners want to befefnd others in the same situation as
them (Landau, 2012, p.406; Pillay, 2010, p.82; Frad, 2008; Young, 2012, p.204;
Parmar & Wahi, 2011, p.182).

Strong remedies tend, however, also to exacerbatedncerns about courts’
capacity and legitimacy (Young, 2012, p.406). They more difficult to overturn by a
government that disagrees with their decisions. edweer, their compliance tends to
involve the allocation of huge amounts of resoufo@® public budgets and may affect
a great number of people, which raises the prolémiving to courts the power to
decide how scarce resources should be spent and shbold benefit from this
expenditure. Designing or supervising policies detna lot of information and
expertise, a high amount of resources from court¢erms of time, personnel and
money, and the consequences of the decision dhealhterests affected are uncertain.

According to Pillay (2010, p. 92), one of the pehk with social rights litigation in

India is that courts failed to consider the impiicas of their decisions.
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It is important to highlight that even the most fpet procedure — perfect
information, full participation and decisions mdueideal decision-makers under ideal
conditions — will produce outcomes with which razesoe people will disagree and
which may have unexpected or improbable backlasfAésis, strong structural
enforcement raises the problem of lack of flexikilionce the court establishes a
program, then it may be difficult for the governrhemwithdrawn or redesign it, even if
future evidence shows that it has more disadvasttgen benefits or that the costs do
not justify the gains.

There is also a question of courts’ political walhd the available political
capital for imposing strong and interventionist swas on the governments and
accepting the burden of judicial overreach and ipusahd political backlash (Young,
2012, p.192; Landau, 2012; Ferejohn, 2002, p.6@id¢awski & Taylor, 2012). Courts
may pick some cases, invest all their time, enamyy political resources, and point to
the beneficiaries to show that strong remediesveledd good results. However, it is
highly questionable if courts will have all thesesources to make these kinds of
decisions systematically, oversee and guaranteergments’ compliance with them,
for the wide range of social problems in whichsitpossible to claim that social rights
are being violated (Landau, 2012, p.458; Young,22@1198). As affirmed by Landau
when analyzing the structural injunctions by then&dutional Court of Colombia
(2012, p.437):

The Court is a fairly small institution, and eadse has
required a large amount of time of some of the @sdand
law clerks, and (...) the hiring of additional stdtfwould

be difficult for the Court to perform more than ewf of
these structural interventions at any one time.
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Lastly, it is not difficult to make one or a fewcaessful policies and sporadic
achievements prompted by strong judicial enforcemdren budgetary limits are not an
issue because resources are diverted to it. Howiweould be necessary to go beyond
isolated cases to analyse whether this model iscadybe so as to encompass a wide
array of structural and social problems given thgact of these costly judicial
decisions on the policy as a whole and the oppiaytwosts of complying with them.
The choice is hardly between courts doing somethisignothing being done, but
between courts doing something. the alternative use of the same resources. The
impact of the strong structural decisions, becadhsg involve significant allocation of
resources and impact on many interests, cannoss®essed only by looking at those

who benefit by winning cases.

6.2.3. Individual enforcement

Individual remedies are those in which courts dedidat the State has the
obligation to provide a certain benefit claimed &g individual plaintiff/claimant
grounded on their interpretation of a social rights by means of an individual remedy
that courts in Brazil (see chapter 2) and someroltla¢in American countries (see
Yamin & Gloppen, 2011) normally decide health chiigation cases. An individual
remedy is also what Mr. Soobramoney was expectimg the South African judiciary
in Soobramone$?*. Elements of an individual remedy were also presencases

decided in EnglandRos$?® andGordorf?®, in which the Court decided that a treatment

224 500bramoney v Minister of Health, KwaZulu-Ngi97] ZACC 17, 1998 (1) SA 765 (CC), 1997
(12) BCLR 1696 (CC)
2R v West Sussex Primary Care Trust ex parte RO§8] EWHC B15 (Admin)
28R v Bromley NHS Primary Care Trust ex parte Gor{2606] E.W.C.A. Civ 392
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should be provided before the results of the healthorities’ reappraisal were known;
and Watt$?’, in which the High Court considered that the petieneed should be
fulfilled in spite of others in the same conditiaiting in the queue.

The compliance with individual remedies tends to usy high because
normally what is claimed by an individual will béfadable and will not demand
significant changes in public policies. Thus, adividual remedy will have lower
political and financial costs for courts, lower lgetary and policy implications for the
government and the claimant will benefit. This ntaye the impression that such an
individual remedies should not raise concerns giggrthe courts’ capacity and
legitimacy.

This is a false impression because, as the caBeaafl shows, the aggregate
effect of the decisions can be massive and theativesult is to make policies less fair.
As discussed in Section 6.1.3, even if courts trytake into consideration the
implications of individual remedies and make a mooeprehensive analysis of the
problem about which it is deciding, it would be waelifficult for courts to assess the
obligation to provide a specific good for a specifdividual vis-a-visthe needs of
others, the resources available, the opportunisgscand the most rational and fairest
way to allocate resources.

Even though litigants will be benefited, the massiwumber of individual
remedies will have widespread impact that cannotdygrolled or foreseen by courts.
Moreover, it creates injustice between those who lgdggate and those who cannot,
despite having the same needs. The direct berdfitalividual remedies create a two-

tier welfare system, one for those who can litigate have access to almost whatever

2R v Secretary of State for Health ex parte Wa@94] EWCA Civ 166
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they need and another for the rest of the popuiatichich will have a much more
limited basket of services and goods. And this bas& probably smaller because
resources are diverted to benefit those on therujgre

Lastly, if there is a problem of access to justiben an individual remedy will
be even more unfair because it will directly benefily those who have information
and resources to litigate (normally the betterettizens), albeit the impact on the whole
will be small. If there is easy access to justeeen though more people will go up to
the upper tier, the impact will be greater and cfifmore severely those who did not
litigate.

Both individual and strong structural enforcemeratise problems of courts’
legitimacy and capacity because they are costhetoverridden by the government and
can hardly be said to fit the idea of dialogue le&mwbranches of government. Dialogue
presupposes a relation between equals (Cross, pIB&)8), but individual and strong
structural enforcements are better described asomrhand and control” hierarchical
relation. Although there may be some space for tiegun about the content of the
command and the intensity of the control, it i sburts that have the last word that is

very costly to reverse.

6.2.4. Procedural enforcement

The idea of procedural enforcement suggested ssiition is inspired by the
English health care litigation case-law after tlseChild B*2. In this type, courts
control the reasonableness of the procedure threwgbh the decision was made to

assess whether it was transparent, participativeungled on good evidence and

28R v Cambridge Health Authority, ex gB295] 2 All ER 129, [1995] 1 WLR 898
279



reasons, based on fair principles of justice aruideel by accountable decision-makers.
If not, then courts quash the decision and order gblicy to be remade through a
corrected procedure.

The role of the courts in this model of procedueaforcement would be
similar to the one advocated by Habermas (1996 Z2007) and Dyzenhaus (2012).
According to their theories, a legitimate role oficts would not be to substitute judicial
moral and political opinions for those of the pohlt branches. It would be rather to
scrutinize the procedure and reasons through wtiieke decisions were made and
guarantee adequate conditions for a fair decisiakimg procedure (on the same line,
see Sunstein, 1996; Nino, 1994)

In procedural enforcement, courts do not engaghe thieé question of whether
the non-fulfilment of a certain need of the litigaor if a certain level of provision of
welfare services violate a social right. Thus, tkdeynot need to balance the need of a
claimant against those of others and hence do eed mo take into consideration the
polycentric implications of its fulfilment on theuplic budget and on other competing
priorities.

In sum, the procedural enforcement of social rightpiires courts to do what
they have done in administrative law. For this oeagompared to other types of social
rights enforcement, the control of procedure raigmser concerns about courts’
capacity or legitimacy. The benefits are also \@ycrete. Since the decision has to be

remade, the litigants can benefit if the reviewedision had deprived him or her of a

229 All these four authors develop their theorieishiw the framework of deliberative democracy.
However, | believe that role they propose for co@ms guarantor of the adequate procedure canrsuit a
theory, even if its account of what an adequatecgutare is does not fully subscribe to the idea of
deliberative democracy advocated by these authors.
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benefit that they should have received if it weod flawed. Apart from the litigants,
once the quashed policy is remade, it appliesl fpealple in the same situation.

In this procedural enforcement model, the casedsdéd on the administrative
level rather than on the constitutional level. Thhere will be more flexibility to adapt
the decision to changing circumstances. This isedahe principle of constitutional
avoidance (on this see King, 2012, p.281), accgrtinwhich, under circumstances of
serious uncertainty, courts should prefer to decdses on non-constitutional rather
than constitutional grounds.

It is important to remark that the control of prdaee does not mean judicial
abdication, in the sense thatate blanchewill be given to public authorities. This is a
confusion made by Young (2012, pp.392-395) who edghat the decisions of the case
Soobramonéy° andGrootbon?** were examples of “deferential review”. In her theo
the “deferential review” means that “the Court mnes only when it detects a clear
legislative mistake—one “so clear that it is noteopto rational question”. In the
mentioned cases, courts were deferenaopramonéy?) to and did not impose an
obligation to Grootboon?*®) the primary decision-maker, but did so only aftee
reasons and choices of the government were saetiniThe deference in these cases
was not for reasons of authority, like in the casesChild B>*in England, but for

epistemic reasons — the courts found they wereimdite best position to order the

20 500bramoney v Minister of Health, KwaZulu-Ngi97] ZACC 17, 1998 (1) SA 765 (CC), 1997
(12) BCLR 1696 (CC)
8L Government of the Republic of South Africa and BtheSrootboom and Othef2001] (1) SA 46
(CC).
2 Soobramoney v Minister of Health, KwaZulu-Natal [1997] ZACC 17, 1998 (1) SA 765 (CC), 1997 (12)
BCLR 1696 (CC)
233 Government of the Republic of South Africa and BtheGrootboom and Othef2001] (1) SA 46
(CC)
3R v Cambridge Health Authority, ex gB295] 2 All ER 129, [1995] 1 WLR 898
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provision of housing or dialysis (on the differenioetween deference for epistemic
reasons and for reasons of authority, see King22p1.36; see, also, Kavanagh, 2008,
p. 192). Her description of “deferential reviewtsfibetter in the cases decided before
Child Bin England, whereas the “control of procedureim analysing in this section is
inspired by the cases afi€hild B.

It is also important to distinguish weak structugaforcement from procedural
enforcement. For instance, Sunstein (2001) mendi@eotboon?® as an example of a
weak remedy, affirming that it was decided usindge“tordinary material of
administrative law, governing judicial control adrainistrative agencies: a requirement
of reasoned judgment, including reasonable prieétfing”. Grootbooni®* is correctly
labeled as an example of weak review, but its “weak” is not due to the kind of
analysis made, but to the remedy: a declaratorgrosl procedural enforcement would
have to pass through the same analysis, but thedemould be stronger: a quashing of
the impugned decision and an order that it be renveith the corrections pointed out
by the court.

It is true that procedural enforcement, dependindiow it is applied, can be
similar to a strong structural remedy. When coargect authorities to act synoptically
- that is, “to set clear policy priorities, consid®l possible alternative rules to achieve
those priorities, gather all the relevant facts] adopt the rule that had the very best
chance of achieving the chosen priorities in lighthe facts” (Shapiro, 1992, p.186) -,
then they may indeed be putting themselves in d@ipodo second-guess administrators

making decisions and, depending on how strict thetsy will be, as a result they can

235 Government of the Republic of South Africa and BtheGrootboom and Othef2001] (1) SA 46
(CC)
3¢ Government of the Republic of South Africa and BtheGrootboom and Othef2001] (1) SA 46
(CC)
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reduce administrators’ range of discretion to atemixthat practically pre-determines
the outcome of the policy (Shapiro, 1992, p.188).

Procedural enforcement can also come close to dinidoal remedy. For
instance, English courts consider that health catiening cannot have the form of a
blanket ban for a treatment, with the judges ingjsthat exceptional circumstances
have to be considered (see chapter 4). Howevery @arson is different from others
somehow and if the concept of exceptionality isetakery broadly, it can be used to
benefit patients with treatments that are not abéél to others in very similar clinical
situations. In these cases, a concept of excefitipran be used to treat one patient

(the litigant) differently from others with the sarnondition (Ford, 2012).

6.3. Health care rationing and the right to health

This section connects the debate about social srigitfjudication to the
discussion about health care litigation and righttéalth specifically. Judicial control of
welfare policies can deliver many benefits (promagecountability, demand
transparency and justification; review discrimingtand abusive decisions; guarantee
procedural fairness; correct unfairness in conatages; demand justifications etc.), but
a more realistic account of what courts and judgesand what they can become in
comparison to the legislative and the executiveukhde taken into consideration.
Therefore, considering the trade-offs involved iffedent types of social economic
rights enforcement, | propose that the procedurdbreement is the best way to
adjudicate the right to health.

In Brazil, courts decide health care litigation nigi via individual
enforcement. The consequence, as already seemnaeual access to care; low quality

of evidence; massive budgetary impact on the puidialth system; and significant
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interference in the allocation of resources byghbblic health system. It has also kept
rationing implicit by forcing the health authorsi¢o apply the “rule of rescue”, rather
than allowing rationing to be more explicit aboulhywand how decisions about the
allocation of resources are made. Thus, insteadtaziting fairness via “accountability
for reasonableness”, health care litigation’s direpact was to foreclose it.

The reforms proposed by the judicial branch to dwburts’ institutional
capacity and to self-establish some criteria toid#eon the individual provision of
health care would keep the final decision regardimg content of the right in the
judicial level by bringing the deliberative and he@al aspects of the decision to the
judicial process, and this is not the best solutimm a comparative institutional
perspective.

The Federal Law 12.401, that creates the NatiomaltH System Commission
for the Incorporation of Technologies (CONITEC)naiat moving health care litigation
in Brazil from an individual enforcement model beetprocedural enforcement model by
improving the technical and deliberative aspectthefdecision-making process in the
administrative level.

The experience of England after the Child B casé&erer procedural
enforcement became the prevalent way in which sodnose to oversee rationing
decisions made by health authorities, is evidehe¢ such an approach is capable of
protecting the interest of patients against deopsithat are not based on a fair
procedure, good evidence and fair principles diigas but without attributing to courts
functions for which they are ill-suited when comgxhto other institutions. Litigation
has created incentives for making health authsringore accountable by forcing

decisions to be more “explicit about why and howt &y having had this impact these
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cases have contributed to the creation of the Nalidnstitute for Health and Care
Excellence.

Procedural enforcement, however, also raises sosks.rThe first is the
already mentioned possibility that, depending omv hbis applied, it may become
similar to a strong structural or individual enfemeent. Especially in cases in which
authorities have to decide under uncertainty, wigdgvant information is non-existent
or too costly to obtain, there is the risk that teumay “demand the impossible” by
expecting the provisions of reasons when they dabacsupplied and hence overturn
administrative decisions for lack of rational grdsr(see, for instance, Vermeule, 2013,
p.20; Mashaw, 1985). As seen throughout this thekdsisions under uncertainty are
common in health care policies and an over demagnduticial scrutiny would open the
way for more incisive judicial enforcement of righh health care litigation, even when
courts themselves would not be able to do a bgiter Harlow & Rawlins (2009,
p.124) argue that this is what the English Courbppeal did inRoger$®’, namely, the
Court obliged the health authority to reconstrin tecision in a way that “made an
answer favourable to the appellant virtually inakle”.

Moreover, procedural enforcement creates a tréidebetween making the
governments’ choices accountable on the one hathdoanthe other, expecting them to
make prompt decisions or to make more decisionartAfpom the fact that judicial
review may delay administrative action, especidllyhe administrative decision is
guashed and a new policy has to be set, thersostla¢ risk of what has been described

as “ossification”. Because authorities know thacidions can be strictly scrutinized by

%37 R v Swindon NHS Primary Care Trust, Secretary afeSor Health ex parte Rogef2006] EWCA.
Civ 392
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courts, they will “play defense” and spend a lottiofie and resources to make each
aspect of what they determine defensible beforerteoand trying to use in the
administrative level the same tests that courts amply to scrutinize their decisions.
This can be very time and resource consuming eapeevhen it is not clear what
courts are expecting in terms of justification ahd reasons they may accept (Cross,
1999, p.1280; Cross, 2000; McGarity, 1992). Théofwing excerpt of the document
The Judge Over Your Should@SOL, 2006, p.21), a guideline for public sengamt
England advising them on how to make decisions ¢aatsurvive judicial review, is a
good reflection of this tension:
Failures of consultation (and indeed other lapsesiue
process) usually occur through inadvertence orp#reof
the decision-maker; because he is in a hurry; andns
When such a lapse forms the basis of a challengbeto
decision, the decision-maker may be tempted to &yt
it was an open and shut case. Consultation [orrah o
hearing; or full disclosure of reasons] would havade no
difference. The decision would inevitably have bd¢lea
same." That may well be true, but the Court iskatji to
be sympathetic to such a response. And for goosbrea
the principle is that only a fair procedure willagte the
merits to be determined with confidence, and must
therefore come first.

Finally, procedural enforcement, if successful, calso frustrate the
expectation that litigation provides a forum fore thvorst-off to call into question
decisions from health authorities. Even thoughthealithorities will have the burden to
prove that their decisions have been based on geatnce, the assessment of the
evidence provided by the authorities can be tooptexifor anyone but specialists. Not
surprisingly, after the creation of NICE in Englargharmaceutical companies and

associations, who have resources to afford spstcadivice, emerged to the forefront of

health care litigation rather than individual patg
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Thus, | do not idealize procedural enforcementatt deliver all the benefits of
the judicial control of public policies, but it aldas downsides. My argument is that it
is preferable when compared to the other typesiditijal enforcement of social rights
discussed throughout this thesis but particularlghis chapter.

However, what is the relation between procedurédreement and the right to
health? Does procedural enforcement strip the tglhtealth of any meaning or utility?
Drawing on the discussion by Norman Daniels abbet hiuman rights approach to
health (Daniels, 2009, p.328-330), | suggest a ephof right to health to be applied by
courts when judging health care litigation casest ttan fit the idea of procedural
enforcement: the right to health is the right te@ess a healthcare system in which
resources are distributed according to a fair m®cevhich includes duties of
transparency, use of adequate evidence and pmscipf justice, participation of
stakeholders, and accountable decision-makers.cbmnisects the idea of right to health
with the idea of accountability for reasonableness.

Therefore, courts can enforce the “regulative ctoowli in the framework
provided by Norman Daniels and Charles Sabin (8y28t1B; Syrett, 2002). In their
theory of “accountability for reasonableness”, filmection of the regulative condition is
to ensure that the other conditions that make &idecmaking process fair (publicity,
relevance and revisability) are met. This roleasassigned to an independent agent and,
| argue, it can be performed by courts. The adptdie process and the expertise of
courts in controlling procedures and rules cansexlio make sure that decision-maker
abide by the rules that make the allocation oftheate fair (Daniels, 2009, p.133).

| am not saying that the right to health should ehano substance, since

politicians, international organizations, morallpsophers, public health specialists and
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legal scholars can propose and debate what thegrstadd should be protected by the
use of the language of rights. What | argue is tifiatsubstance should not be for courts
to define and use as a parameter to judge whetloartain allocation of resources
violates someone’s right to health. If courts wamt“fill” the right to health with
substance (for instance, by determining a minimone ¢or the right to health or the use
of proportionality) and enforce via individual redyeor strong structural orders, then
they will have to consider the resource limits &nel needs of others that can also be
translated into the language of rights (Daniel9&®.332).

Thus, the problem of the conflict between differeght to health holders is
“structurally very similar to the one of priorityeing in health care” (Daniels, 2009,
p.315). In other words, courts would have to do twha expect policy-makers to do
when setting priorities for healthcare, albeit Igeilh-suited to do so when compared to
the other branches of government. Nonethelesgpraieedural enforcement, courts can
make sure that accountable legislatures and healtiorities do it fairly, through a
procedure that is transparent, participative, actadle, based on good evidence and on
fair principles of justice.

The concept of “right to health” that | proposeééts uncomfortably in those
theories that expect rights to act as moral trumbsch allow courts finding the
essential values against which public policies @rebe confronted, defining the
entittements on a concrete case based on a gepenaiple, or establishing the
priorities among various needs competing for resesir However, | propose that this
concept of right to health suits the idea that tsglre “second-order considerations”,
reflecting concerns about the decency and integrfitthe political and administrative

system (Poole, 2005, p.712-713; see, also, sedtidnin this thesis). This concept
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would also be in accordance with the idea thatigig to health care is not only about
the right to certain outcomes, which | argue shoultlbe determined by courts, but also
concerns a transparent, participative and non4idigtatory process (Hunt & Backman,

2008, p.9; Potts, 2008), which can be judiciallptcolled.

As stated by Hunt & Backman (2008, p.14):

Should the Government build a new teaching hospital
establish more primary healthcare clinics, streagth
community care for people with disabilities, impeov
sanitation in the capital’'s slum, improve access to
antiretrovirals, or subsidise an effective but exqree
cancer drug? Human rights do not provide neat arsstee
such questions, any more than do ethics or ecosomid
human rights require that the questions be dedijeday

of a fair, transparent, participatory process, rigkinto
account explicit criteria (...)

In sum, this is a concept of justiciable right &ahh that is especially suitable
to deal with common goods, such as a public headtle system, because it does not
disconnect individual interest (or the interest saime groups) from those of the
community and gives to courts a role that theyims#tutionally capable to perform.

If we accept the concept of right to health asrigbt to access a health care
system in which resources are distributed accorthirggfair process, then we will reach
the interesting conclusion that English courts @metributing to protecting the right to
health, even though there is no constitutionaltrighhealth, and that they are doing this
by forcing health authorities to prove that deaisiovere made in a fair and accountable
way; whereas Brazilian courts, albeit having theognition of the right to health as a

constitutional right, are actually harming it byeating an unfair access to a health care

system that is, consequently, made less fair.
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6.4. Conclusion of the chapter

In this chapter | have connected the analysis aftheare litigation in Brazil
and England with the literature on social rightgudatation as a route to proposing a
concept of right to health that can be applied tyrts to deliver the benefits of judicial
review while raising fewer objections about courtsistitutional capacity and
legitimacy.

| have argued that part of the literature on sogglts, that of what | have
called the social rights advocates, tries to jussbcial rights adjudication by
overestimating courts’ capacity in comparison theotinstitutions, and that this has
resulted in theories of social rights adjudicatidmch have not had an adequate account
of judicial restraint.

To respond to the objections that social rightseheosts, their argument is
structured on the premise that social rights atestracturally different from other civil
and political rights because they can all creastlgaluties. Thus, the adjudication of
social rights would not be so problematic since shene institutional capacity and
legitimacy that allow courts to adjudicate civildapolitical rights can be transferrable

to social rights. The argument can be organizeterfollowing syllogism:

P1: Civil and political rights and social righteate costly duties;

P2: There is no objection to civil and politicailits adjudication for cost reasons;

C: There is no objection to social rights adjudmator cost reasons.

| have argued that even though the first premismisect, the second premise
is incomplete because in some cases courts shatl@adjudicate civil and political

rights for the same reasons that they should napme ways, adjudicate social rights:
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when adjudication can create significant margiradts and there is another institution
with more capacity and legitimacy to allocate seamesources.

To respond to the critique that courts lack insiiial capacity and legitimacy
to adjudicate social rights, we have seen thatatoimhts advocates have invariably
proposed a comparative institutional analysis thdtowever methodologically flawed
because they have been comparing the limits antlgms of the legislative and
executive branch with the idealized virtues of jbdiciary. Their argument is also
based on an almost “heroic” view of what courts amtjes are and what they can
become, as if adjudication was above the mundahtcpbprocess and the protection
of social rights did not imply a decision on competinterests in a context of scarce
resources. Their conclusion is a not sufficienthtical approach to social rights
adjudication.

A comparison based on evidence shows that thevarigon of courts is not
only far from necessary for democracies desiringddress the social needs of the poor
and marginalized citizens, but it can also makeasdansformation more politically
costly because courts can be used as veto points.

The critique to these general assumptions aboutlsaghts, the political
process and courts does not aim at defending arespbie non-justiciability for
complaints about the provision of health care twauld give to health authorities a
“immunity from the obligation to comply with fundamntal rights” (Allan, 2011, p.112;
see, also, King, 2007). It aims rather at allonengnore nuanced analysis of the limits,
risks and potentials in social rights adjudicatibdeveloped a typology of social rights

adjudication to compare strong structural, weakicstiral, procedural and individual
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enforcements in terms of courts’ capacity and legity to make this kind of decision
and the benefits for litigants and those in theesawsition as them.

My conclusion is that procedural enforcement, aaplby English courts in
health care litigation cases and which the Brazilieederal Law 12.401/11 aims to
implement, is a type that is comparably less olgeable in terms of institutional
capacity and legitimacy and can deliver benefitsbimth litigants and others who may
also benefit from the change in a certain policsocBdural enforcement relies on the
judicial application of the right to health as tight to access a public health system in
which resources are distributed in a fair way, tlerough a process that is transparent,

participative, based on adequate evidence angffaciples of justice, and decided by

accountable decision-makers.
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7. Conclusion

Let's imagine a health policy with the followingafeires. First, treatments are
provided without previous analysis of their effgetiess or safety. Even in cases when
there is evidence not recommending the treatmdmits,is not a reason to impair its
provision. In other words, scientific evidence @agimost no role in this policy.
Second, the treatments’ cost-effectiveness will beiassessed either. The price of the
treatment and its affordability in comparison tce thenefits it can deliver are not
relevant. Thus, the efficiency in the public spegdi- treating more people, and
possibly better, with the same amount of resourcesignored by this policy. Third,
there will be no public procurement. The suppliesis basically charge the price they
want and the authority has no room for negotiaiecause they cannot refuse to buy it.
Fourth, a very significant amount of the health drtdwill be allocated to this policy.
Fifth, the distribution of beneficiaries in thislmy will not be made according to any
coherent theory of distributive justice in healthyt according to an individual’s
capacity to find a lawyer and litigate, a capaeityich is possessed by a small part of
the population, one that happens to have more ressuinformation or the support of
NGOs and pharmaceutical companies. Finally, healthorities have no discretionary
power concerning the implementation of this polmyr are they able to debate its
choices with the stakeholders possibly affected.byo matter if other needs are more
urgent, the wish of elected representatives orrastekeholders, or the possibility of
better alternative use of the resources, the heaaltmorities will have to implement this
policy, and immediately. Health authorities canyoatt reactively, which means, they

cannot make any plan for the implementation of pmkcy, but only follow orders from
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a group of public servants (judges) whose job isidadly to receive demands from
those who can reach them via a lawyer.

From any perspective this would be a bad policy aodld never fulfil the
criteria of a fair public health system that | asing in this thesis, i.e., one in which
distributive decisions are made by accountableaaitidss through a procedure that is
transparent, participative, based on good evidanckereasonable principles of justice.
However, as | argued in Chapter 2, this is how HMeaz courts are allocating a
significant amount the public resources when eifigrdahe right to health as an
individual entitlement to receive healthcare preddy the State.

In Chapter 3, | argued that it is difficult to esage how courts willing to
enforce social rights individually could do a betjeb, even when better trained or
assisted, as proposed by the responses put folwatite Brazilian judicial branch. It is
true that one of the indirect consequences ofalitigy has been to force health
authorities to improve the quality of their decisovia a new institution — the
CONITEC - and an administrative procedure thatstrie create a more open,
transparent, accountable and scientifically rolagshinistrative procedure to decide on
the provision of new health technologies. This fisimportant step for making the
Brazilian public health system fairer and was prtedpoy the overwhelming impact of
many thousands of health care litigation caseshenpublic health system. However,
this is far from suggesting that courts were dadimgright think when these cases were
decided without taking into consideration the cop®mces of their decision. Things did
not have to become so bad in order to make ragomore explicit “about why and

how”.

294



As the example of the English case-law shows, thesee alternatives that
could have led to the same result without the demkb | have pointed out in the
analysis of the Brazilian case. In Chapter 4, Iwgb that English courts case-law in
health care litigation moved from a very deferdrdgproach to rationing decision made
by health authorities, when “Wednesbury unreas@mass” was the prevalent test,
towards one, afte€hild B?®, in which courts started to demand health auttesritb
demonstrate that their decisions on the generatypas well as its application in
individual cases were based on fair reasons anteguwes. | explained this move by
the changes that were occurring in the Englishllsgatem and culture and, more
specifically, in the institution of judicial reviewhe affinity between the incorporation
of the language of rights and the demand for reafmm public authorities.

| argued in Chapter 5 that this significant turntie case-law contributed to
making health care rationing in the NHS more expfiabout why and how”. Health
authorities started to change the way their degssisere made in order to meet courts
requirement for a more transparent and reasonedsiaieenaking process. The
progression towards explicit rationing “about wmdahow” culminated in the creation
of what is now called the National Institute fora&th and Care Excellence (NICE),
based on the framework of accountability for reatwbeness developed by Norman
Daniels and Charles Sabin (NICE, 2008). A more ieiptationing, in its turn, has
brought more legitimation to rationing decisionsiei can explain a narrower scope of
health care litigation and the reduction of the ontiproof that health authorities have

to fulfil to defend their policies in courts or tlransfer of this onus to claimants.

2% R v Cambridge Health Authority, ex gB295] 2 All ER 129, [1995] 1 WLR 898
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English courts approach to health care litigatidreraChild B*°, which
translates the language of rights and a more piigeale of courts into the practice of
administrative law’s control of procedure, has lelithed a sensible approach to the
judicial review of rationing decisions. As | argu@dChapter 6, this approach leaves the
decisions on the allocation of scarce resourcefealth authorities, who, from a
comparative institutional analysis perspective,enavore capacity and legitimacy to
make decisions that are fair (in the sense proposdiis thesis). At the same time it
holds health authorities accountable for their sieais but without giving to courts the
responsibility to decide on the provision of heedtte in concrete cases based on
general principles. It gives courts mechanismsefdorcing the “regulative condition”
in Daniels & Sabin theory of “accountability foragonableness”, namely, making sure
that health authorities will do their job properlye., they will decide through a
procedure that is open, transparent, based on tatdepevidence and principles, and
allows the challenge by interested parties.

Based on this analysis of the role of courts anthertheoretical framework of
“accountability for reasonableness”, | proposed twurts should apply the right to
health as the right to access a healthcare systewhich resources are distributed
according to a fair process, which includes dutiédransparency, use of adequate
evidence and principles of justice, participatioh stakeholders, and accountable
decision-makers. This account of the right to leakpects from courts what they have
capacity and legitimacy to do well: analyse “seconder considerations”, reflecting
concerns about the decency and integrity of thetipal and administrative system.

Instead of aiming at being the deliberative theweseland trying to reach substantial

29 R v Cambridge Health Authority, ex gB95] 2 All ER 129, [1995] 1 WLR 898
296



decisions, courts can rather guarantee the adeqoatitions for a fair decision making
procedure (see Habermas, 1996; Zurn, 2007).

The English courts’ model of adjudication in heattire cases can be applied
to social rights adjudication in general. It is dirat can provide all the benefits of
judicial review without demanding from courts matean what they can offer if
compared to other decision-makers and reducingisikeof courts creating unfairness
by adjudicating social rights. Although the problehossification and the risk that
procedural enforcement grows into an individuastoong structural enforcement model
need to be recognised, this approach provides d batance between “adjudication”
and “abdication”, and avoids the pitfalls of tryintg transform courts in quasi-
legislative or quasi-administrative institutions.

It could be argued, nonetheless, that such an apprdo social rights’
adjudication would give rights and courts no “téeth the sense that judicial review
will be unable to be the route to question publitharities when social rights are not
met. My response would be that the English casevshbat this approach has the
potential not only to benefit litigants in concretases, but can also contribute to
enduring and overarching changes in the way ratguiecisions are made by public
authorities. Given that public services (healtrecaducation, housing etc.) are common
goods, making them fairer, in the sense used sthig@sis, brings concrete benefits to all
that benefit from its services. This expectationleshmbitious is realistic.

It is important to remark that this thesis doesideslize the rationing scheme
in England. There are problems such as the unewptementation of the guidelines
and the lack of capacity on the part of NICE archl@uthorities to assess the enormous

number of treatments available (see Chapter 4)eMar, a more explicit health care
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rationing and the creation of NICE did not, and eveot intended to, close the debates
about rationing and neither avoided criticisms abmgioning decisions (see Section
5.1.2). Syrett (2003, p.743) is correct to affitmatt
Those seeking to apply lessons learned from thenpbea
of NICE—whether to publicly or privately funded liba
care systems—may therefore be led to conclude that,
notwithstanding attempts to address the problemutyir
mechanisms  designed to secure independence,
accountability, and participation, the legitimacyf o
decision makers who set health care limits through
technocratic means will continue to be called ipg@stion.

Even a scheme in which the reasons and procedoiretion healthcare are
more explicit will never make the tragic choicesaitbthe allocation of scarce resources
in health care uncontroversial. However, the qualit the controversy is raised to a
higher level in terms of evidence, reasons, priesipparticipation and accountability,
and this tends to make the decision more legitiraatethe outcomes fairer.

The creation of CONITEC in Brazil is an attemptriodge Brazilian courts
towards the direction followed by English courteea€hild B**°. This thesis argues that
this is a sensible response to health care libgat Brazil in light of the description of
the mutual relation between litigation and ratignin England described in Chapter 5
and if compared to the alternative approaches ggsaliin Chapter 3 (the responses put
forward by the National Council of Justice and ®apreme Federal Court) and in
Chapter 6 (strong structural, weak structural awividual enforcements).

It is important, nonetheless, to follow up on hovaalian courts will take into

consideration the decisions of CONITEC. In Englarmljrts have scrutinized NICE’s

decisions, but have granted them legitimacy. Ehglisurts became more deferential to

240R v Cambridge Health Authority, ex gB295] 2 All ER 129, [1995] 1 WLR 898
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health authorities’ decisions for epistemic reasammd not for reasons of authority. This
is what the Brazilian government expects to happiim CONITEC, but the success of
this policy will depend on whether courts will bdling to be deferential for epistemic

reasons or will prefer to judge the right to heathindividual trump against rationing

decisions. In England, it was reasonable to expHEE to be accepted by courts
because this institution provided what courts waeenanding: a public procedure in
which decisions were based on good reasons, pkascignd evidences, and one in
which interested parties could participate and lehgke decision makers. In Brazil,

however, it is not clear that courts will be willinto change the way health care
litigation cases are judged, even though a newmsehir the assessment of health
technologies is in place. Courts may keep judghegright to health as an individual

trump or try to emulate, at the judicial level, eptimal administrative procedure that
can be better accomplished by agencies like CONITE@s is a question to be

answered by future research.

Future research should also pay attention to theems put forward by current
Coalition government in the United Kingdom whichsel concerns that the explicit
rationing scheme in which decisions are made thraugublic and transparent process
is being deconstructed in favour of a regime of liolprationing (see, for instance,
Nelson 11, 2011, p. 212). The government propose@010, to remove NICE's power
to decide that drugs should not be provided basedost-effectiveness determinations
(Nelson 11, 2011, p.267-268), although this plaassxeventually removed from the 2012
Health and Social Care Bill. The government alseatgd the Cancer Drugs Fund to
provide cancer treatments that are not routinetyvipged by the NHS, namely, those

whose cost per QALY are above NICE'’s thresholdsating a loophole in the health

299



technology assessment system that may be widenpdtignts suffering from other
diseases successfully claim the same benefit. Meredhe transfer of the power to
make allocative decisions from PCTs, (which havenbabolished) to physicians or
consortia of physicians in “clinical commissioniggoups” also raises concerns about
the capacity of the latter to ration health carepliekly. Physicians in clinical
commissioning groups may not have the same expeaiss PCTs to decide on the
provision of health care in an explicit (“about wagd how”) way and, on top of that,
there may be confusion between the duties of ttitodd@o do the best for her patient
and the need of the health system for efficienbuese allocation, and this may in time
undermine patients’ trust in their doctors (sedise®.1.1).

As already mentioned in this thesis, to remove x@pli@t rationing scheme
will not eliminate the need for rationing, but withther force it to be more implicit.
England may be risking a return to a model of igiplrationing which, apart from
being unfair, has already proved to be unsustagnabspecially if courts continue
expecting health authorities to provide consisteasons for decisions not to provide
health treatments. Depending on how this procelsimriavel in the next years, perhaps
the England | describe in this thesis will alsoabgood model for England itself in the

future.
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