EVALUATING PHARMACEUTICAL POLICY
IN SOUTH KOREA

IYNHYANG LEE

Thesis submitted for the degree of
Doctor of Philosophy

Department of Health Sciences

University of York

Auqgust 2010



Paginated
blank pages
are scanned
as found In
original thesis

No information
IS missing







Thesis Abstract

Background

To find an effective strategy for regulating pharmaceuticals, it is essential to learn
lessons from foreign experience; to consider salient contextual specific factors; and to
establish good scientific evidence that can be used in decision-making. During the last
ten years, South Korea has experienced an unprecedented transformation in the
pharmaceutical market. So far, few researchers have questioned whether the Korean
strategy is an appropriate and efficient measure for regulating pharmaceuticals.

Objectives

* To explore the impact of policy interventions in the global pharmaceutical market

= To investigate the impact of pharmaceutical policies in the Korean market

» To study contextual factors contributing to gaps between evidence and practice,
and contextual challenges in evidence-based policy-making in the Korean market

Methods

1. Systematic reviews were conducted of existing rigorous studies that evaluated the
Impact of pharmaceutical policies internationally. .

2. Korean pharmaceutical claims were examined using an Interrupted time series
design to explore two recent Korean pharmaceutical policies.

3. Semi-structured in-depth Interviews were conducted with eight core personnel, who
are either policy-makers or those who Influence policy-making to discuss contextual
challenges in the Korean pharmaceutical arena.,

Results

Despite the usefulness of international experience, reviews highlight the lack of validity,
generalisability and transferability of specific research findings in the pharmaceutical
arena, Strikingly, 78% of included studies came from five countries — Canada, Spain,
Sweden, the UK and the US, which are more affluent. Little evidence was found that
provides direct pragmatic lessons for South Korea, but there were still some worthwhile
implications. Some of these were clarified by the following empirical studies. The
empirical investigation suggested that the present Korean policy interventions might
achieve only marginal success In containing pharmaceutical costs, but could potentially
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increase social inequity and reduce market competition. Even participants, who are
closely involved in the process of the Korean pharmaceutical policy cycle, recognise the
major weaknesses of the current system, but face considerable resistance to moving
towards strategies that may be more effective. In South Korea, regulating
pharmaceuticals Is challenged by lack of available information, widespread distrust,
resource constraints, and strong professionals.

Conclusion

It is important to remember that drug policies are often derived from a complex mix of
constrained evidence, sometimes irrational judgments and wishful thinking, perhaps
focusing on benefits and ignoring the potential negative consequences. At the same
time, it is necessary to develop policy-making capacity in the face of an Immature
evidence base. Efforts that build research capacity and seek local evidence are
essential to strengthen such capacity as well as to be an ultimate solution to the
absence of a knowledge base.
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INTRODUCTION: SCOPE AND OUTLINE

Over recent decades, funding and use of pharmaceuticals have become global
concerns, giving rise to intense debates across many countries, both rich and poor,
There Is little doubt that the challenges of this market differ across countries, which is
natural given that problems are driven by a combination of factors that can differ from
one nation to another. The pharmaceutical agenda for very poor and very rich
countries is illustrated by a high volume of literature (see Figure i-1). Rising costs are
considered an urgent challenge in many high-income, developed countries (Docteur
and Oxley, 2003; Jacobzone, 2000; Mossialos, 1998; Mossialos et a/,, 2004), whereas
concerns around the paucity of essential medicines are debated in low-income,
developing countries (Farmer, 2005; Melrose, 1982¢; Smith et a/,, 2001; Whyte et a/,
2007).

Enhancing the rational use of medicines is an important Issue across markets with
different characteristics. Affluent countries are more likely to be concerned with how to
utilise medicines cost-effectively to lower spending without compromising quality of
care (Almarsdottir and Traulsen, 2005b; Jacobzone, 2000; King and Kanavos, 2002).
Poorer countries are still searching for a way to use medicines properly in order to curb
basic epidemic diseases, partly caused by the lack of proper education and trained
health workers (Melrose, 1982a, 1982d), but also inevitably associated with the
shortage of essential drugs under the current market system (Lichtenberg, 2005b;
Pecoul et al,, 1999). Pharmaceutical access in low income developing couhtrles IS
potentially viewed as a ‘human right’ and Is Increasingly found on the agenda of
International organisations, including the World Health Organization and several Non-
governmental Organizations (Ford et a/., 2009; Medecins Sans Frontieres, 2006a;
Sachs et al., 2001, Smith et a/, 2001). This is an important issue for pharmaceutical
regulations and fuels immense debates, but falls outside the scope of this thesis.

Relative to rich and poor countries, there is a lack of attention to pharmaceutical
market challenges in the middle range of countries. Most studies evaluating
pharmaceutical policies have emerged from a handful of limited environments in the
world's most developed socleties in North America and Western Europe. Not
surprisingly, nations located geographically closer to developed countries such as the
Czech Republic, South Korea and Taiwan, may share common challenges with the



developed nations. This, however, does not imply that what is observed in their

neighbourhood settings must also be the case in these nations.

Figure i-1: Challenges in pharmaceutical markets by national wealth

high income Rising costs

gveloped .« Rational use of medicine for containing costs,
tries effectiveness, equity, etc.

- Countries in the middle

- » Broad spectrum

- * Under-studied

. For example,

- South Korea

- = similar current challenges to those in
u high income developed countries
,E However, 1
-« generic-oriented industry {
. = positioning at low band of high income
- » weak research environment :
- » young reformer in drug market

- » Asian background

:::::: =y

?

. . i :
* Access to essential drugs

developlng « Rational use of medicine for curbing epidemic diseases
countries

* Countries within the figure were lined up by GNI per capita 2008 (PPP int. $) statistics released by World
Bank (World Bank, 2009). A comparable figure for Taiwan came from Taiwanese governement website
(available at: http://eng.stat.gov.tw/point.asp?index=1).

Traulsen and Almarsdottir (2005) stated that policy analysis is comprised of two
elements; “predicting the impacts of possible policies” and "evaluating past policies”.
Nowadays in the public policy arena, it occurs ubiquitously that policy-makers watch
and learn from foreign policies (Guillen and Cabiedes, 2003; Klein, 1997; Rose, 2005;
Stone, 1999). In the policy process, there are many nation-specific factors influencing
policy formation and outputs (Dolowitz et a/., 2000). Thus, ‘predicting the impacts of
possible policies’ is often conducted by combining foreign experience with some degree
of contextual consideration. Contextual factors, however, cannot be fully captured in
simulation, and there is no way of knowing whether the outcome of a certain policy will
be in line with its anticipated effects in advance. In this regard, it is becoming clear
that "evaluating past policies’ is essential in a sound policy system.



There are aﬁt least three reasons why making the study of policy impact in individual
nations is essential. This is particularly the case in countries where many
pharmaceutical regulations have been emulated, but rarely evaluated after their
introduction, as in South Korea.

First, experience in analysing policies allows governments to seek an effective strategy
for their own arrangements. Bloor and Maynard (2004, p61) argue that in regulating
pharmaceutical markets “there is no ‘best’ regulatory system”, “but all [policy
objectives] involve trade-offs”, Their claim implies that an individual government should
find an effective strategy in trading off competing objectives in their own society. A
good strategy can hardly be specified until an in-depth insight into its success or failure
is reached by widening the pool of analytic knowledge. For example, the effect of
policies encouraging generic use on drug expenditure may be smaller in a nation
maintaining a premium price for generics than in another nation keeping prices low.
Faced with smaller policy impacts, how is a nation able to confirm its own problem (e.g.
high price of generics), If it lacks infrastructures such as databases that capture reality,
but just follows the global trend of encouraging cost-effective utilisation? Even though
it is capable of recognising its own problems, it may be hard nowadays to match the
complex requirements of stakeholders without rigorous evidence. Such Infrastructures,
for example a database taking prescribing claims or national measures distinguishing
generics from brand-named drugs, are unable to be established quickly. Even when
there Is a database, it is quite a different matter to just hold data rather than making it
available and useful (Garrison et a/., 2007; Majeed et a/,, 1997, Wong and Hellinger,
2001). There are frequent calls for changes in the variables in existing databases In
many developed countries, where there has been a relatively rich experience In policy
analysis (Majeed et a/., 1997; St Leger et al,, 1992).

Second, and more importantly, as Maynard (2005) indicates, policy can damage
population health, as would the use of new and untested pharmaceuticals. Prescription
capping In US Medicaid is an example of this. As shown in Chapter 4, it reduced the
state of health In the elderly poor as well as pharmaceutical costs incurred by Medicaid
on thelr behalf (Soumeral et a/,, 1991). Additionaily, making the wrong choice could
carry unwanted consequences not only In population health, but also in resource
utilisation. Making a choice among several policy options always creates opportunity
costs, depending on what must be given up (e.g. the next best alternative) as a result



of the decision (Morris et al,, 2007b). For instance, taxes spent on supplying hospital
beds could alternatively be spent on building schools or houses. In this case, wasting
resources by a wrong decision in the healthcare arena loses an opportunity for better
educational or living environments In a society.

Third, existing evidence is not sufficient either in quantity or quality, regardless of
setting. The accelerated increase in pharmaceutical expenditure has prompted many
industrialised nations to establish various cost-containment policies since the 1970s.
Consequently, efforts have been made to evaluate the impact of newly introduced
requlations. However, such efforts are far from satisfying all demands (Kanavos et a/.,
2004). Soumeral et al, (1993; p219) remark that "policy makers have often
implemented cost-containment policies with little empirical evidence about their true
impact”, This comment was made nearly two decades ago and still holds true (see Part

2).

Unfortunately, ‘evaluating past policies’ has been overlooked in South Korea, one of the
countries positioned in the upper band of the middle arena. This argument is
supported by the fact that there are few available empirical studies in Korea. In part,
this is due to the country’s short history of pharmaceutical policy and evaluation. It has
been just a decade since Korean policy-makers paid attention to evaluating the
performance of policies In the pharmaceutical field (see Chapter 2).

South Korea Is a country that has already established a basic system for controlling
epldemic diseases, and has begun to encounter problems similar to those in the
developed countries. For example, Korea is currently experiencing a sharp increase in
chronic conditions among its ageing population (NHIC and HIRA, 2007). The aged
population has Increased sharply by 50 per cent from 1994 to 2004 (see Table 2-6 In
Chapter 2). Alongside this, health expenditure (public plus private) has inflated from
5,000 billion to 22,500 billion Korean Won (2.5 billion to 11.25 billion in pound sterling
at 2008 exchange rates) in the corresponding 10 year period (NHIC and HIRA, 2007).

In its healthcare system, especially relating to pharmaceuticals, South Korea has

experienced an unprecedented transformation in the span of just ten years. It started
with the unification of insurance funds, and reached a pinnacle with the separation of
prescribing and dispensing of drugs (SPD) initiated in 2000 (Hwang, 2006b; Kwon and



Reich, 2005). In parallel, vital government bodies such as the Korea Food & Drug
Administration (KFDA), Health Insurance Review & Assessment Service (HIRA) and
National Health Insurance Corporation (NHIC) were established or restructured around
the same time. Largely, a series of reforms initiated from 2000 onwards modernised
the Korean requlatory framework for pharmaceuticals in line with structures observed
In the most developed countries (see Chapter 2).

The reforms and subsequent measures since the late 1990s have entirely reorganised
the pharmaceutical market. Regulatory authorities changed the reimbursement pricing
mechanism, so that the reimbursed price is the same as the real acquisition cost,
eliminating potential profit from dispensing pharmaceuticals in medical institutions.
This was implemented to remove the extra income derived from dispensing drugs, so
as to Iintroduce the separation policy smoothly a year later. A reduction of around thirty
per cent cut of the drug reimbursement price was carried out in November 1999, In
return, the government rearranged a remuneration system for professionals,
Introducing an annual payment contract between the government and each
professional group. This, along with a substantial increase in patlent visits after the
separation policy, put a great financlal burden on national insurance funds, almost to
the point of bankruptcy (DailyPharm, 2001b, 2001c¢). In the pharmaceutical arena,
after the separation policy, pharmaceutical expenditure surged, partly because of cost
shifting from the private to the public sector. The substantial increase in patient visits
resulted in a similar Increase in publicly reimbursed prescriptions (Cho et a/., 2003; Cho
et al,, 2002; Kim, 2002b; NHIC and HIRA, 2007). Evidence also suggests that rising
expenditure has been assoclated with changing prescribing patterns in favour of more
expensive drugs (Cho et al, 2003; Cho et al, 2001; Jang et al., 2001; Kim, 2005; Lee
and Malone, 2003).

It may be surmised, from the brief history above, that the issue of pharmaceutical
costs has come to the forefront of policy debate. The government has made various
efforts to contain costs, and many subsequent policies following the SPD were devised
to handle the financial crisis. Figure I-2 demonstrates major pharmaceutical policies
implemented in South Korea during the current decade in chronological order. This will
be discussed In more detail in Chapter 2.



Figure i-2: Major pharmaceutical policies in Korea from 1999 and onward
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In the process of policy development, Korean policy-makers often benchmark
interventions in the world’s most developed countries. Learning from abroad is
certainly valuable in determining potential policy options and finding out how to
institutionalise them in order for their effects to result. Equally importantly, it provides
opportunities to observe the considerable contextual variations within and between
policy programmes. A similar policy may generate divergent effects across countries, or
each national government might respond differently to a common problem, taking
internal conditions into account. The transferability of a certain policy and the
generalisability of its results are limited to a great degree between countries (Kanavos
et al., 2004).

Pawson and Tilley (1997; p57) describe this situation, arguing that “programs work
(have successful ‘outcomes’) only in so far as they introduce the appropriate ideas and
opportunities (‘mechanisms’) to groups in the appropriate social and cultural conditions
(‘contexts’).” This implies the importance of understanding foreign policies
(mechanisms) and specific surroundings (original contexts) in observing the effects of
policies. At the same time, it is necessary to consider ‘environments in a target setting
(own contexts)’ for successful policy outcomes. They expressed the idea as the

following conceptual formula: "outcome = mechanism + context’.

South Korea has quite a different background from the most developed countries,
especially in political, industrial and cultural environments, and even in an economic

capacity, although it is now often considered an industrialised country in many aspects.



Many factor:s, such as shortages of political will, social consensus, money, personnel,
and administrative capability, could be obstacles not only in introducing policy, but also
In enacting it successfully (Chapter 2). All such factors must interplay with
interventions and bring about somewhat different outcomes (Pawson and Tilley, 1997).

Thus far, few researchers have questioned whether the Korean strategy is appropriate
for regulating pharmaceuticals within local conditions. There is a pressing need to
examine the actual impact of interventions within Korean-specific environments in
parallel with learning from foreign experience to speed progress in this area. However,
evaluating pharmaceutical policies has lagged far behind in South Korea, compared
with some developed countries.

Therefore, the purposes of this thesis are:

= To explore the impact of policy interventions in the global pharmaceutical
market

» To investigate the impact of pharmaceutical policies in the Korean market

» To study contextual factors contributing to gaps between evidence and practice,
and contextual challenges in evidence-based policy-making in the Korean market

Given the lack of high quality studies from a global‘perspective, South Korea provides
an excellent setting to study the Impact of several pharmaceutical policles, In the
context of a regulated pharmaceutical market during this decade. This is even more
interesting, given that South Korea has a dissimilar economic status and industrial
structure to nations in North America and Western Europe, and a considerably different
political, historical, and socletal background from those settings.



Outline of thesis

The thesis comprises four parts; background, systemalic review, empitrical research
and prospects for the future. The background study consists of two chapters, which
are dedicated to shaping the theoretical framework of the thesis from two angles -
mechanism and context according to the ideas of Pawson and Tilley (1997). Chapter 1
will address, firstly, evidence and causes of market failure for pharmaceuticals from a
welfare economics perspective and, secondly, various policy devices currently in place
and how they would function in the pharmaceutical market against factors causing the
market to fail. This will give a brief general background of the policy mechanisms.

The initial chapters are followed, in Chapter 2, by depicting several salient
environments seen in South Korea, largely from four perspectives — health status,
economic stance, political environment and cultural background. In this chapter
pharmaceutical policies implemented in South Korea during recent decades are also
outlined. This helps to explain the two policies explored in the empirical research (Part
3) in the broader context. Thirdly, there is a discussion of the significance of good
grounds for policy-making, tools of policy evaluation and the weaknesses of existing
Korean studies, and the shaping of a methodological framework for the whole thesis.

The second part of the thesis reviews the most rigorous evidence currently available in
a global context concerning the impact of pharmaceutical policies. Measures regulating
pharmaceuticals and their impact or consequences are explored through systematic
review (Chapter 3 through 7). Chapter 3 illustrates the methods of systematic review In
the thesls and the following three chapters present findings from systematic reviews
categorised by policles influencing patients, providers and industry. The final chapter
on the systematic review discusses Issues emerging from the methods and lessons for
the empirical Investigation In Part 3. It also summarises key findings from the
systematic review.

The third part of the thesis investigates empirical data In the Korean pharmaceutical
arena, beginning with a description of time series methods in general (Chapter 8).
Chapter 9 provides detalled backgrounds of policies of interest and investigates their
impact on overall pharmaceutical expenditure, utilisation and prices. Chapter 10
examines their Impact on essential drug utilisation and the generic market with two



therapeutic hdrug classes, to gain a better understanding of how policies work in the
market. Chapter 11 discusses the meanings of the findings from the empirical
Investigation.

Finally, there is a qualitative examination of the views of local experts, either policy-
makers or those who influence policy-making. The primary aim of the qualitative study
is to explore contextual difficulties in evidence-based policy-making from the local
policy-makers’ perspective, using in-depth interviews (Chapter 12). This enables
specification of the current stances, challenges and uncertainties in local
pharmaceutical policy-making, which illuminates the subjects of future drug policy in
South Korea.

Lastly, in Chapter 13 all the major themes found within this thesis are drawn together.
Key findings are summarised, shaping local challenges in pharmaceutical requlations.
Study limitations are discussed along with contributions to the existing literature. Based
on lessons from systematic reviews and empirical research, recommendations for
future pharmaceutical policles in South Korea are addressed. The thesis closes by
highlighting other research opportunities.
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CHAPTER 1: PHARMACEUTICALS AND MARKETS

1.1 Introduction

Regulating pharmaceuticals in relation to safety and clinical efficacy has been accepted
as a vital role of the state after an iatrogenic tragedy caused by thalidomide In the
1960s (Annas and Elias, 1999; Britten, 2008). Since the 1970s, interest in
pharmaceutical policies has been augmented beyond safety and efficacy internationally,
as concerns grow over rising pharmaceutical expenditure. Efforts to regulate
pharmaceuticals have diversified in the span of less than three decades, Most
industrialised countries in North America or Western Europe are ahead in this
movement (Ess et al, 2003, Guillen and Cabledes, 2003; Jacobzone, 2000; Kozma et
al, 1993; Mosslalos and Le Grand, 1999; Mosslalos et al., 2004; Reeder et a/,, 1993).

The subject of public regulation itself is, however, still controversial. At one extreme,
Stigler (1971) Is concerned that public regulation does not serve the purpose of “the
protection and benefit of the public” because it is ‘captured’ in a strongly capitalist
society by industry, so over time regulation tends to be designed and operated
primarily for industry’s benefit. The same is asserted by Navarro (1986b).

At the other end of the scale, some writers worry that public regulation could do more
harm than good in curtailing economic freedom and market competition. Danzon and
colleagues demonstrated empirical evidence In their investigation of international
commercial sales data that price control may be adversely associated with innovation
and price competition among generics (Danzon and Chao, 2000; Danzon and Furukawa,
2003). Industry and its advocates continue to insist that excessive efforts to reduce
profit may result in shrinking industry’s R&D activity (Grabowski et a/, 1978; Vernon,
2005; Vogel, 2007d), which would have a negative influence on public welfare such as
health and choice in the long term (Reekie, 1996). Some writers warn of over-
regulation by listing all known consequences of reimbursement policies with little
proper assessment (Levy and Cocks, 1999).

From a bréader perspective, the pharmaceutical industry is an important employer,
Investor, and a source of wealth. In the UK, for example, 73,000 people were directly
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engaged In the pharmaceutical Industry in 2004. Those were more than 0.2 million in
Japan and the US in 2000 (Department of Heaith, 2006a). In this sense, although
regulating industry could contain healthcare expenditure, there is some loss of benefits
from reducing employment and potentially decreasing the development of profitable
patent drugs in return (Schweitzer, 2007e).

The issues surrounding pharmaceuticals may be approached from several different
perspectives, including economic, social, political and philosophical views. This thesis
approaches the subject mainly from a welfare economics perspective, Welfare
economics aims to achieving more efficient use of available resources by “making
judgments about the relative desirability of alternative ways of delivering health and
health care” and seeking potential Pareto improvements in terms of their effects on the
well-being of society (Morris et al., 2007e).

The first purpose of this chapter is to consider why government interventions are
widely accepted in pharmaceutical markets despite considerable debate. This develops
a better understanding of the theoretical mechanisms underpinning policy interventions
in this arena. The present chapter, then, explores pharmaceutical policy, including the
objectives of regulation and measures that are In place.

1.2 Markets and health care

1.2.1 Scarcity of resources

Mooney (2003b; p1) writes that “in the beginning, middle and end was, is and will be
scarcity of resources”, expressing the supreme economic challenge that every society
confronts. Resources available for health care, including pharmaceuticals, are certainly
limited all over the world. Despite finite resources, demand in health care continues to
grow and “the more health care we choose, the more of something else must be
sacrificed” (Morris et a/,, 2007b; p3). In 2005, OECD countries spent around 6~15% of
their national wealth on health (OECD, 2008). Pharmaceuticals, the central subject of
this study, occupy a significant proportion of health expenditure, representing around
8~30% of the total health budget In OECD countries (OECD, 2008). In particular, the
recent growth rate of public pharmaceutical expenditure is evident and outpaces other
public expenditure as shown in Figure 1-1.
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Figure 1-1: Public expenditure on overall social protection, health, and
pharmaceuticals in OECD countries (OECD average)
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(Data source: OECD, 2008; see Annex 1 for the raw data)

1.2.2 Markets in theory

Deficit necessitates choice. Society faces choices between competing demands —
whose needs come first, who makes prioritisation decisions, and how such decisions
are made in the pharmaceutical market. A real difficulty in this regard is that answers
to these questions are likely to be as many as there are individuals. Since interests are
too diverse to make a single choice, society needs a set of criteria justifying decisions
In order to attain legitimacy. These days, criteria appearing most commonly are
efficiency and equity (Gray, 1993; Le Grand et a/., 2008b; Stevens, 1993a).

Efficiency can be defined as maximising benefits (for instance health) to society, from

a given resource constraint (Stevens, 1993a). The pursuit of technical efficiency does
not determine who gets what and how much of it. It only relates to the total amount of
benefits produced from a given amount of inputs (Palmer and Torgerson, 1999). Hence,
a system can be technically efficient without implying fairness, and without
guaranteeing society maximum welfare from a broader perspective. Allocative

efficiency takes account of the distribution of these outcomes, with discussion of

opportunity costs and patients’ utility (Mooney, 2003a).
The distribution of resources is often skewed towards a small proportion of the

population in the real world. Another criterion for choice, equity, puts distributional
justice at the centre of discussion. Equity is @ more debatable concept, as definitions
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vary according to the definer (Mooney, 1994c). The term ‘equity’ tends to be used
Interchangeably with fairness or justice. Equity in health can be defined horizontally,
equal treatment for equal need, or vertically, preferential treatment for disadvantaged
groups (Culyer and Wagstaff, 1993; James et a/, 2005; Mooney, 1994c).

Pursuing equity often costs society some degree of efficiency and vice versa, which has
been one of the greatest dilemmas that society has to address. There is no clear-cut
solution to harmonising two criterla to achieve the best result. Thus, society should
always make a choice in a trade-off between equity and efficiency (Brinsmead and
Williams, 2004, James et al., 2005; Rice, 2002; Sassl et a/., 2001). To make choices,
societies have devised various sets of mechanisms including religion, tradition, military
power, markets, experts, consensus, voting, representative systems and so forth
(Stevens, 1993b). Of these, a combination of market provision with government
intervention is currently employed for pharmaceuticals in most leading societies.

1.2.2.1  Markets and efficiency

Markets consist of the interaction of demand and supply. In a free market place, the
price mechanism ensures that the market reaches an equilibrium point between
demand and supply. If there Is a change in the quantity of demand or supply, price
changes until a new equilibrium is reached. Equilibrium equates the marginal benefit to
consumers with the marginal cost to producers. From the economic perspective, the
most efficient level of output is that which maximises the sum of consumers’ surplus
and producers’ surplus, l.e. maximises the net economic value (Johansson, 1991b: Le
Grand et a/,, 2008b; Stevens, 1993a).

This theoretical mechanism Is achieved In a real market if the following conditions are
satisfied (Barr, 2004¢; Johansson, 1991a; Stevens, 1993c¢):

= consumers are sovereign with perfect information;

* markets are competitive;

* all elements are certain;

» goods or services are private goods.

Economists call this a perfect market. In a perfect market, all actors, goods and factors
are able to self-adjust to allocate resources in the most efficient way as follows. Prices
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of goods or services are determined at the level that consumers are willing to pay for
them. Informed consumers are able to make a choice to maximise utility. Rational
consumers must not pay for any goods that use more resources and give less benefits:
hence, inefficient goods will be eliminated from the market soon after being introduced.

At the point of equilibrium, the marginal benefit of any activity is just equal to the
marginal cost of resources necessary to produce the activity. No unpaid costs are
Imposed on others. Competition keeps producers efficient and drives high cost
producers out of business. Under perfectly competitive conditions, no one producer can
Influence the market over another. Extra profits would induce other participants Into
the market and drive profits back to an acceptable level. As a result, perfect markets
achieve an optimum distribution of goods, services and resources in the process of
production as well as in use, which maximises benefits for society.

1.2.2.2 Markets and equity

In modern welfare states, an equally important debate is about equity. This concept Is
broadly integrated across the whole of the healthcare establishment, including the
pharmaceutical arena. Inequalities in health among social groups exist everywhere, but
some variations are avoidable. Avoidable Inequalities are created by unfair
opportunities to use health care resources, and this is considered Inequitable.

Mooney (1994c¢) defined the concept of equity with three concepts: equal health; equal
use; and equal access. Equal health refers to the equal distribution of health, implying
vertical equity that supports greater benefits given to the vulnerable. £qual use for
equal need denotes treatment given according to iliness, irrespective of personal
characteristics such as ability to pay. This indicates horizontal equity and justifies the
subsidy of fees for the poor. Equal access denotes equal opportunity for the utilisation
of health services, which can guarantee neither equal health, nor equal use in
consequence. The definition of equity In health and health care is however unsettled
and includes several conflict concepts and arguments (Culyer and Wagstaff, 1993). In
general, most healthcare systems currently aim for equal access, rather than equal

health (Gulliford, 2003; Mooney, 1994c; Wagstaff, 1991).

Since a market, a widely accepted trade-off tool, works primarily for efficiency, debates
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over equity have been raised among different ideological schools. Libertarianism
advocates Individual freedom, the ideology of /a/ssez-faire, competition, so implying
preference for the absence of coercion in the market (Barr, 2004b; Friedman, 1962).
The concern of libertarians is that the pursuit of equity would reduce or destroy liberty.
Hence, they assert that markets with less restraint are the most effective in resource
allocation. Not surprisingly, efficiency weighs more heavily than equity in a libertarian
society such as the US or the UK under the Thatcher government (Ham, 2004a; Walker,
1986).

In contrast, collectivism advocates social solidarity and mutual aid (Barr, 2004b;
Mooney, 2009b). Collectivists are sceptical that equity could be achieved within a ‘free’
market (Nafstad et a/,, 2009; Navarro, 1986a). They argue that pervasive globalisation,
consumerism and individualism have increased social inequality during the regime of
neo-liberalism In past decades, which is associated with reducing overall standards of
health (Coburn, 2000; Mooney, 2009c¢). Collectivism supports government action to
correct unfair allocation in the market to achieve sociat equity or justice even though it
costs some efficiency (Barr, 2004b; Mooney, 2009a). This ideology is dominant in
European welfare states such as the Scandinavian countrles (Blank and Burau, 2010b),

Thelr contrasting views over government interventions are described by Barr :

Libertarians argue that there Is too much planning in the weifare state, Marxists
that there Is not enough ... (Barr, 2004b; p55).

Barr (2004b) explains that these conflicts originate from the different concept of
freedom; libertarians define it as “the absence of coercion”; but collectivists define it

as “some guarantee of economic security” Implying government redistribution of

wealth to secure purchasing pawer. In this way, two views draw different conclusions
with respect to the concept of equity. This is linked tightly to the degree to which
government action is advocated to attain social equity at the cost of efficiency. The
former asserts the attainment of minimum standards; the latter proclaims the
fundamental concept of horizontal equity: equal treatment for equal need (Hauck et al,
2004).
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1.3 Mari(et failure

1.3.1 Markets in reality

In the real world, there is no perfect market. The role of the market is Increasingly met
by considerable scepticism, particularly as a way of allocating health care resources.
Writers argue that the market severely discriminates against the poor.

The relative absence of coercion, the ability to make free and Independent decision,
is central to any distinction between markets and government. ... {however),
markets also coerce people in very real ways. The rich and the poor aren't equally
free to make economic decisions. (Stevens, 1993c¢; p55-56)

This indicates that resources may be highly biased towards the rich rather than being
allocated efficiently across society.

In some sense, the market may already be flawed because, as Swedberg (2003; p57)
remarked, "[markets] alone can lead to capitalism; [because] production in a capitalist
economy is driven not only by the need for consumption but also by the desire for
profit”. This argument was also asserted by Navarro who sought the causes of
explosive growth in healthcare demands in two aspects; the nature of capitalism and
infinite demand for ‘heaith’,

Growth and Ineffectiveness thus seem to be the two main characteristics of our

Western system of medicine. ... ... [These] result from the needs created by the
process of capital accumulation on the one hand and the demands expressed by
the working population on the other. (Navarro, 1986a; p25)

It has been recognised for many years that any of the four assumptions of a perfect
market (l.e. perfect information, perfect competition, certainty and private goods)
seem to occur rarely in the health care market. In the market for pharmaceutical
products, for example, consumers are usually subject to medical and Industry suppliers’
professional knowledge, and information asymmetry can affect patients’ demands to
favour medical professionals. Competition is limited due to barriers to entry and
differentiated products, facilitated by the international legal system. Uncertainty is
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particularly high In this market; demand for medicines Is likely to occur unexpectedly;
benefits to consumers are often implicit; prices in the pharmaceutical market are often
affected by various factors not always measurable. In some conditions,
pharmaceuticals qualify as public goods whose benefits the members of society share.
These issues will be revisited in more detail.

1.3.2 Evidence of failure in pharmaceutical market

1.3.2.1  Has a market been efficient with pharmaceuticals?

Increasing expenditure on pharmaceuticals may not be good news for the payer — the
government in most welfare states. From a broader perspective, however, it should not
necessarily be regarded as evidence of inefficiency. For example, with inflated
expenditure ascribed to increasing coverage for essential consumption, with a resulting
Increase In the overall level of societal health, one may not consider such costs
inefficlent.

Two situations, however, give clear indication that the pharmaceutical market is
currently inefficlent. First, preventable demands appear to represent a substantial
share of cost inflation. Second, an Increase in resource input is not necessarily
associated with a corresponding increase in heaith output.

To address the first argument, it may be necessary to look at what constitutes drug
expenditure growth. Common causes often shown in the literature include:
» aging populations, in other words, transferring soclal morbidity towards chronic
and degenerative ilinesses;
* new demands induced by technological and soclal changes (e.g. breakthrough
treatments for many cancers previously untreatable, and lifestyle drugs);
= expensive new drugs;
» [ncreases in people’s expectations.
(Almarsdottir and Traulsen, 2005a; Blank and Burau, 2010a; Mays, 1993, Mossialos
and Oliver, 2005; Salter, 2004d)

Of these, the greatest controversy generally concerns new demands and expensive
new drugs. Life-style drugs are likely to bring about an intensive debate over “quasi-
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drug producﬁs" and sustainability (Walley, 2004). Some writers introduce new
vocabulary, “medicalisation” or “pharmaceuticalisation”, to express concerns about
over-medication by encouraging consumers to use pharmaceuticals even In
unnecessary conditions (Abraham, 2009; Blech, 2006a; Illich, 1975; Illich, 2003;
Moynihan and Cassels, 2005).

Breakthrough medicines have been few (Angell, 2004; Grabowski and Wang, 2006;
Guell and Fischbaum, 1995). Newly developed drugs are often blamed for being not
truly innovative, merely expensive with a minor incremental clinical value; hence, they
are pushing pharmaceutical bills up sharply, but improving health only marginally
(Morgan et al., 2005; Young and Surrusco, 2001). In the analysis of drug expenditure,
studies conventionally separate the two components: price and volume (Enos and
Sultan, 1977¢; Huber, 2006; Strunk and Ginsburg, 2004). Some researchers have
argued that these two existing components may not be enough to capture the change
in overall price per unit dose (e.g. defined daily dose), that it is not due to drug price
Inflation. They have named this “product shift” (Mullins et a/., 2001) or “a residual”
(Gerdtham et a/,, 1998a, 1998b). This third element comprises treatment shift from
less-expensive therapies toward new and more-expensive ones. Critics believe that the
Industry primarily leads the trend by spending sizable sums of money on marketing
activities, which society would prefer to see spent on R&D activity (Braithwaite, 1984a:
Pecoul et al.,, 1999; Trouiller et al, 2002).

Moving on to the second argument, it is well-known that the US currently has the
greatest expenditure on pharmaceuticals and Is the only one among industrialised
countries where there is no systematic national health system (Navarro, 1992). Does
higher spending result in an Improved overall level of health? This would seem unlikely,
given the example of the US. International health indicators, such as life expectancy,
show that high spending does not achieve greater health gains (Schmitt and Zipperer,
2007). Relevant data are presented in Chapter 2 (see Table 2-5 to 2-7 in Chapter 2).

1.3.2.2 Has a market created fairness In access to or use of
pharmaceuticals?

It is well known that the pharmaceutical Industry Is one of the top businesses
worldwide (see Table 2.5 at p38 in Vogel, 2007c). While the industry enjoys

21



unprecedented success, pursuing profitability is likely to bring an imbalance of resource
allocation invested in R&D relative to marketing, and it generates a ‘neglected diseases’
market (Angell, 2000; Pauly, 2005; Smith et a/,, 2001). Trouiller et a/. (2002) who
examined new chemical entities (NCEs) between 1975 and 1999 reported that there
were at least three times the number of NCEs for the main diseases in high-income
countries than those of the poor. These are ascribed to the characteristic of profit-
seeking firms that are likely to respond to market demand rather than health needs
when they determine research priorities (Mays, 1993; Pecoul et a/., 1999). Without
doubt, developing products that will be sold in a lucrative market is a rational business
strategy to the drug industry. However, it Is not necessarily justified from a societal
point of view,

1.3.3 Causes of failure In the pharmaceutical market

Evidence briefly described here illustrates that so far the market has not created
efficlency or equity in use of pharmaceuticals. This section explores the theoretical
aspects of underlying causes of unsatisfactory outcomes in the pharmaceutical market,

malnly from a welfare economics perspective.

1.3.3.1 Monopolistic industry

At a glance, the pharmaceutical market does not appear to be highly monopolised.
There are many manufacturers and medical providers in the marketplace and they
appear to be aggressive competitors, none of them seeming to overwhelm another by
occupying an excess share of the market. Nonetheless, many writers have raised
concerns regarding competition in the pharmaceutical market (Bodenheimer, 1985;

Braithwaite, 1984a; Melrose, 1982¢). Why is this so?

The monopoly or oligopoly status of this industry is hardly avoidable owing to three
aspects. First, new entry is suppressed in the pharmaceutical market due to rigorous
demands for safety in handling and high costs of R&D processes to meet legislative
requirements to demonstrate safety, efficacy and manufacturing quality standards,
which ralse circulation and production costs (Grabowski et a/, 1978) and reduce the
number of firms competing on the basis of price (Morris et a/,, 2007d).
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Second, améng hundreds of thousands of pharmaceuticals, comparability is limited to
relatively small therapeutic categories (Reekie, 1996; Schweitzer, 2007d). Substituting
one drug with another is clearly restricted according to the purpose of use; hence,
competition among medicines exists quite differently from that of sale of fruit in a
marketplace. As all kinds of fruits are substitutable, one can buy oranges, berries, or
whatever affordable according to one’s preference. However, one cannot consume
digestives or antibiotics instead of antihypertensives for controlling high blood pressure.
In other words, a drug manufacturer who produces antihypertensive products would
not compete with those who produced digestives or antibiotics. Therefore, the
concentration of manufacturers in the pharmaceutical industry needs to be regarded
not as an overall market, but by each sub-market comprising products within a
therapeutic category. In light of this, the structure of the pharmaceutical industry
appears to be a near-monopoly market (Braithwaite, 1984a).

Third, and most fundamentally, there is a legal system, supporting about 20 years of
exclusive rights for new medicine patentees (Schweitzer, 2007¢). Of course the
rationale for patents is to provide an incentive for investment in innovation because
pharmaceutical R&D, as Is well-known, is one of the most time-consuming and
resource-demanding fields (Reekie and Weber, 1979; Weissman, 1996). This has,
however, been greatly contentious since its establishment (Barton and Emanuel, 2005).
There are severe ethical arguments that patent monopoly reduces patients’ access,
particularly to essential medicines in poor countries (Medecins Sans Frontieres, 2006b).

There has also been wide disagreement as to how much incentive Is justifiable
(Braithwalte, 1984a; DiMasi and Grabowski, 2007b; Smith et a/,, 2001; Young and
Surrusco, 2001). Many writers argue that existing incentives may be too high for
several reasons, First, R&D spending may be exaggerated (Smith et a/., 2001). Second,
profits from a patent right may not lead to increased R&D spending (Canadian Generic
Pharmaceutical Association, 2008). Third, the industry benefits considerably from
publicly funded basic research, which Is often ignared in the calculation (Angell, 2000;
Young and Surrusco, 2001). Fourth, the industry enjoys a patent right beyond the
designated period (Hudson, 2000, Kesselheim, 2007), or extra Incentives from the
popularity of a ‘brand name’ built during such a long period of exclusivity (Schweitzer,
2007c).
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Opponents claim there should be more incentives for the industry (such as
strengthening a patent right) in order to foster further innovation (DiMasi and
Grabowski, 2007a; Grabowski and Moe, 2008), but this seems less persuasive given
the continuous success and greater, occasionally unethical, spending on the marketing
activities of ‘big pharma’ over several decades (Healy, 2006; Lavell, 2006).

The oligopolistic structure of the industry in the real world has brought major success
to pharmaceutical manufacturers in the recent past, and several unwanted
consequences to society. As already mentioned, profit-seeking firms are more likely to
respond to demand from lucrative markets rather than from health needs when
deciding research priorities. This generates an orphan drug market in which the least
privileged are the most victimised (Smith et a/, 2001). Even within a lucrative market,
resources have been spent on ‘me-too’ products rather than on truly breakthrough
medicines (Angell, 2004). Subsequently, producers of me-too products tend to
compete with each other not by innovation, but by commercial promotion (Chetley,
1990b; Melrose, 1982b, 1982¢). While pharmaceutical companies spent 5~7 per cent
of sales on research and development In the first half of the 1980s, they paid out
about three times more on promotion in the same period (Chetley, 1990a). This gap
was not narrowed in the late 1990s (National Economic Research Associates, 1998) or
this decade (Schweitzer, 2007b; Vogel, 2007a). Unfortunately, there is substantial
evidence of scandals between manufacturers and medical professionals (Blech, 2006b;

Blumenthal, 2004; Braithwaite, 1984b; Moynihan, 2003; Schweitzer, 2007b; Weiss,
1997).

1.3.3.2 Overwhelming agency

Sovereign (Oxford English Dictionary, 2009)
1. aking or queen who Is the supreme ruler of a country
2. possessing supreme or ultimate power
3. (of a nation or its affalrs) acting or done independently and without
outside interference

In the market, what brings sovereign power to consumers may be knowledge and

money (Le Grand et a/,, 2008a). Consumers can enjoy sovereign status in the market
as they are capable of making decisions by themselves over what they need based on
‘reasonable’ knowledge and how they can afford their decisions (Morris et al,, 2007c).
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Pharmaceuticals, however, are different. The body of knowledge concerning medication
is abstruse as well as enormous; hence, consumers may find it difficult to exploit it in
an effective and proper manner. This being so, decisions over drug use are normally
made by qualified personnel on behalf of a patient in practice (the agency relationship).
Information asymmetry between providers and consumers is the norm In the
pharmaceutical market (Morris et a/,, 2007a). The role of consumers has been very
limited In the decision-making process. Specialised knowledge creates a prestige
position for medical providers, which is amplified by licensing and specialising (Enos

and Sultan, 1977d; Turner and Samson, 1995).

Society wishes every doctor to make a decision based upon his or her patients’ best
interest, also upon soclety’s, not upon one’s own. Mooney (1994a; p94) viewed a

perfect agency to be constituted by two aspects:

... first, agency which Is perfect from the standpoint of the doctor’s patients; and
second, agency which is perfect from the standpoint of soclety as a whole.

Leaving aside ‘perfect’ agency, making a choice as an ‘impartial’ agent is rarely realised.
One’s own Interests are likely to be reflected. Ample evidence suggests that fee-for-
service (FFS) payment, in which providers are reimbursed for each item of care
supplied, often motivates providers to offer more services, prescriptions and tests than
would rationally be used, some of which appear unnecessary (Basky, 1999, Etter and
Perneger, 1998; Gosden et al., 2000; Greenfield ef a/, 1992; Maynard and Bloor,
2003b; Steiner and Robinson, 1998; Yip and Eggleston, 2004). Namely, these incentive
structures may create a false demand, a so-called “supplier-induced demand” (Mooney,

1994b; Willlam, 1999).
1.3.3.3 Externalities and uncertainty

From outward appearances, pharmaceuticals seem close to being purely private goods
like shoes, clothes and fruit. They can be consumed only by one specific person at one
time, sold one unit at a time, and withheld from the market by producers at any time
(Johansson, 1991a; Stevens, 1993c). Pharmaceuticals, however, also present features
similar to public goods such as roads, clean air and fine views. This becomes
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particularly obvious in cases of medication for communicable diseases. Suppose, for
example, that one patient takes medicine to treat tuberculosis. Medicines carry, firstly,
private benefits to the patient by counteracting symptoms and treating one’s disease.,
Simultaneously, they convey secondary ‘extra benefits’ (positive externalities) to others
who are potentially exposed to the risk of contagion. These external benefits from
preventing communicable diseases from spreading are shared by many people who are
at risk of infection and are unable to be withheld from a potential beneficiary, which

are features of public goods.

In the presence of externalities coming from the features of public goods, the total
social benefits or costs can be viewed as follows:

private benefits + external benefits = social benefits
private costs + external costs = soclal costs (Le Grand et al,, 2008a; p36)

The greater the size of the externality, the greater the divergence between social and
private costs or benefits. Suppose that there is one case in which private costs
outweigh private benefits, but benefits to the whole society outweigh costs. In this
case, being treated would be efficient for the society as a whole, Nevertheless, a
‘rational’ consumer is likely to abandon a chance to be treated under the market
system because an Individual is usually concerned solely about private costs and
benefits, Thus, public subsidy has been justified for some pharmaceuticals to maximise
benefits to the society. In this sense, externalities create a situation where some
benefits or costs to society are not reflected in market prices (Johansson, 1991a),
Indicating that externalities may increase the uncertainty in drug pricing.

Besides externalities, there are many factors increasing the ambiguity of pricing for
pharmaceuticals. New pharmaceuticals require an inordinate amount of research and
development, in other words, money and time (Vogel, 2007b). In addition,
pharmaceuticals are subject to high standards of safety requirements throughout the
whole process, including research, development, manufacturing and distribution. They
require expertise In handling, prescribing and dispensing. All these properties not only
incur additional costs, but also, and more importantly, augment uncertainty in pricing.
Uncertain features are also derived from unpredictable demand, a gap between
expected and observed behaviour of the physician, uncertain product quality, and
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uncertain effects of treatment (Arrow, 1963).

1.3.3.4 Moral Hazard

Moral hazard exists when an individual or institution does not take full responsibility for
the consequences of Its actions, creating a tendency to act less carefully than it would
otherwise. In the pharmaceutical market, various pharmaceutical benefit schemes ease
the financial burden of individuals at the time of drug use and could cause actors to

commit moral hazard.

People search for pharmaceuticals when they have an uncomfortable condition.
Ilinesses are likely to occur unexpectedly and result in unpredictable expenses for
people, Unexpected expenses for pharmaceuticals are sometimes negligible, but
sometimes large insofar as they inhibit people from seeking treatment. This creates a
mechanism for pooling risk — Insurance - to relieve money worries in times of iliness
(Barr, 2004a). Public funds are raised differentially across nations (Blank and Burau,
2010c). For example, in the UK National Health System (NHS), funding comprises
mostly general taxation, whereas in countries like Germany and South Korea patients
contributions are prepaid In a national health insurance system. In the US, a variety of
bodies exist ranging from federal and state subsidised programmes (Medicare and
Medicaid) to commerclal health insurance organisations. Regardless of country, services
provided by professionals are generally remunerated by funds from a third-party
payment financing structure.,

Insurance or third-party payment Is tightly linked to moral hazard, a clear source of
market failure (Arrow, 1963; Barr, 2004a; Enos and Sultan, 1977c). A third-party
payment financing structure can mislead patients. A body of evidence supports the
hypothesis that patients’ demand for medicines may become relatively price-inelastic
because they are free of charge at the time of use (Glanfrancesco et al., 1994,
Newhouse, 1993; Rudholm, 2005). Insensitivity to prices may encourage patients and
providers to make unnecessary use of drugs. This Is well described in the following

remarks by Guillén and Cabledes (2003; p23):

In particular, in the prescription-drug market financed through public funds, "who
consumes neither choaoses nor pays, who pays neither consumes nor chooses, and
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who chooses, neither pays nor consumes.” In such a context, it is obvious that
doctors’ decisions are not sensitive to prices, unless their public employers use
specific measures to counteract such insensitivity.

1.4 Public requlations in the pharmaceutical market

So far, it has been argued that without regulation the pharmaceutical market may
allocate resources neither efficiently nor equitably. Existing evidence clarifies the
speculation that the pharmaceutical market is rarely governed by solely economic
principles. In parallel, potential causes were discussed to explore why the
pharmaceutical market does not satisfy the conditions for a perfect market. Regulatory
policies have been developed to correct flaws seen in markets and, by doing so, to
increase efficiency and equity in the pharmaceutical arena. There are considerable
cross-national variations in pharmaceutical policies. In the US, pharmaceutical policies
are more concerned with safety and clinical efficacy (Wiktorowicz, 2003) with broader
requlation of the industry left largely to the market and regulation of professionals or
patients performed in a fragmented fashion at state level or private Institution level
(Kozma et al., 1993; Reeder et a/,, 1993). In contrast, the regulation of all stakeholders
has been exercised in European countries where they are governed by the ideology of
the welfare state (Guillen and Cabiedes, 2003; Mosslalos et a/,, 2004).

1.4.1 Policy objectives

Maynard (2005; p280) remarks that regulations In the healthcare arena attempt “to
Influence the price, volume and quality of the goods and services that are produced
and traded and ensure that the performance of markets is more consistent with social
goals”, Currently, the core objectives of pharmaceutical policies are cost containment,

efticiency, equity and safety or quality.
1.4.1.1  Cost containment

Cost-containment itself is not an ultimate goal of soclety, so thus far I have focused on
efficiency and equity. However, the issue of costs has been an important force in real
world pharmaceutical policy-making. “It is evident that without successful initiatives to
constrain costs, healthcare systems face severe funding crises, and perhaps breakdown,
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in the not too distant future” (Blank and Burau, 2010d; p118). Statistics tell us that
most developed countries and many developing countries have experienced a
considerable increase in pharmaceutical expenditure during recent decades. According
to OECD Health Data, between 1990 and 2005, total spending on pharmaceuticals as a
percentage of GDP increased by more than 70 per cent in Canada, Czech Republic,
Finland and the US and around 50 per cent in Portugal, Spain, Sweden and Switzerland.
In the UK, the growth rate was about 40 per cent in the 7-year period between 1990
and 1997 (OECD, 2007b). In response to budget deficits, governments have not only
sought methods of curbing demand, but also have sought a way to utilise resources

more efficiently.
1.4.1.2  Efficiency

To Increase efficiency in the utilisation of health resources, policy interventions aim to
produce maximum health at minimum cost. Over recent decades two concepts have
created intense debates: rationing (or priority setting) and the use of cost-effectiveness
information in pharmaceutical reimbursement decisions (Bowling, 1996; Holm, 1998;
Klein, 1993; Kleinert, 1998; Maynard, 1993; Maynard and Bloor, 2003a). Rationing
denotes “withholding potentlally beneficlal treatment” because of limited resources,
making it necessary for policy-makers to determine whose needs get priority (New,

1996).

Cost-effectiveness information Is increasingly used in making rationing decision
(Donaldson and Mooney, 1991; Klein, 1993; Mason and Drummond, 1993). Over a
relatively short span, the term ‘cost-effectiveness’ became initially a contentious
subject In this arena, but has since become more widely accepted. Since the Australian
government formally applied this criterion to its reimbursement decislons in 1993, it
has quickly spread across governments who sought to improve both technical and
allocative efficiency (Dickson et a/,, 2003; Yang, 2009). The use of economic evaluation
to determine the relative cost-effectiveness of treatment options also strengthens a
trend toward evidence-based medicine and evidence-based policy-making (Banta,
2003; Mooney, 2003c). Some writers described the new policy objective of using cost-
effectiveness Information In reimbursement decisions as a ‘fourth hurdle’ alongside

existing objectives, I.e, safety, efficiency and equity (Maynard and Bloor, 2003a; Taylor
et al,, 2004). It is argued to be unethical if decislons relating to healthcare expenditure
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are made without consideration of cost-effectiveness.

... to be ethical we must examine our healthcare expenditures in light of how they
affect other societal needs. To fail to do so Is unethical in any society with finite
resources. (Harrison, 1992; p148)

14.1.3  Equity of Access

Policy interventions must also pay attention to the concept of social equity. Many
modern healthcare systems were principally brought about by the increased awareness
of human rights (Webster, 1988). This was well described in the core principles of the
UK NHS (NHS, 2009), which elucidate that the NHS is “free at the point of delivery”
and delivered “based on clinical need, not ability to pay”,

As briefly stated in an earlier section, most healthcare systems aim for equal access to
health care for equal need (see 1.2,2.2). Often, pursuit of cost containment and
efficiency goals leads policy-makers away from equity, which could undermine the
health and welfare of some parts of the population. Linked to this, Mooney (1994c¢)
argued for the Importance of regular monitoring of the effect of any public
Interventions on access to health services. Access to pharmaceuticals may be affected
by the content of lists of reimbursed drugs, or the level of cost-sharing of drugs.

1.4.1.4  Safety and Quality

In the early years of regulation, the key objective of regulating pharmaceuticals was
clinical safety and effectiveness, and these are still clearly of great importance. The

current safety and effectiveness regulation systems (e.g. US FDA) cover pre-market
testing to post-market advertising and manufacturing.

Pharmaceuticals accompany professional services such as prescribing and dispensing.
The recent UK NHS report expanded a conventional safety concept to a whole concept
denoting ‘quality care’ (NHS, 2008). The basis of quality is certainly patient safety:

The first dimension of quality must be that we do no harm to patients. This means
ensuring the environment Is safe and clean, reducing avoidable harm such as
excessive drug errors or rates of healthcare associated infections.
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Added to safety, it proposed that quality should include “quality of caring” the patients
experienced and “effectiveness of care” concerning people’s well-being as well as
clinical effectiveness. The proposed elements are linked closely with ensuring access to
the most effective therapy and measuring outcomes reflecting patient satisfaction in
relation to pharmaceuticals.

1.4.2 Policy interventions

As markets are networks of buyers (demand) and sellers (supply), previous studies
tended to discuss requlations from demand-side and supply-side (Busse et a/., 2005;
Mossialos and Le Grand, 1999; Mosslalos and Oliver, 2005; Mrazek, 2002). The
pharmaceutical market, however, seems more complex and cannot be described purely
in terms of demand and supply. Professionals are linked with consumers as their
agents, and under this relationship most decisions over drugs are made by
professionals on behalf of a consumer. In this sense, healthcare providers have
features not only as a service supplier, but also a consumer in the market (Monday,
2002). Hence, some differences in approach are to be expected, for example,
mechanisms and effects of policy interventions differ between those influencing patient
demand and those affecting provider demand. In addition, the quality of services that
praviders supply for their patients should be considered separately. Therefore, it is
appropriate for the pharmaceutical market to be explored with one more vital player,
l.e. ‘a service provider’ comprising a variety of professionals, and bridging the
consumer and a product supplier. With a similar rationale, some preceding research
explored pharmaceutical policy interventions by targeted stakeholders (Bloor and
Freemantle, 1996; Bloor et a/,, 1996; Freemantle and Bloor, 1996), which will also be
followed in this thesis.

Irrespective of whether policles target demand or supply, each intervention can be
viewed as a response to the problems of the current market. In this regard,
pharmaceutical policies largely affect market players in three ways. Firstly, regulations
try to reduce extravagant utilisation, which mostly falls on patients. Secondly,
regulations try to amend prescribing (or dispensing) behaviours toward efficient use,
which falls on providers. Thirdly, regulations try to correct the monopoly status and
excessive entrepreneurial activity of manufacturers with the least cost of R&D activity,
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which falls on industry. Whichever categorisation is employed, however, there is
inevitably a blurred aspect because a single policy, in reality, may act upon the
demand-side and supply-side simultaneously, as seen in the example of a reference-
pricing programme below.

1.4.2.1  Policies influencing patients

As already discussed in the preceding section, the subjects of externalities and equity
have justified public subsidy for pharmaceuticals. Accordingly, patient demand for
medicines may become relatively price-inelastic (Gianfrancesco et a/,, 1994; Newhouse,
1993; Rudholm, 2005). Hence, the most common measure to curb patients’ excessive
demands is to increase cost-sharing. The rationale of cost-sharing is that prices help to
convey information and enable individuals to economise in their resource consumption
(Hayek, 1945). If patients are subject to some charges at the time of consumption,
they are more likely to value the money spent in purchasing some medicines against
other alternatives. Cost-sharing has been developed into many different features
(Jacobzone, 2000).

Other ways of limiting demand include medication caps, where demands can be limited
directly and allowed only to a pre-determined degree, for instance, five items per
prescription. Another method of limiting patients’ access to medicines is an amending
their categorisation. Most nations group pharmaceuticals into two or three sub-sets
such as prescription-only medications (POM), over-the-counter (OTC) drugs and/or
general sales list (GSL). The original underpinning reason for this was safety. POMs are
restricted from use without professional authorisation and are more likely to be
subsidised publicly, while medications designated OTCs are considered safe, and are
usually used in temporary, symptomatic illnesses under patients’ own responsibility and
at their own cost. Drugs on GSL are between the two categories and are usually sold
under the supervision of pharmacists. Recently, categorising drugs as OTCs, a so-called
OTC switch, is often exploited as a way of saving money for reimbursement agencies,
through excluding some pharmaceuticals from public coverage, but it is also a way of
companies retaining brand loyalty of consumers following the end of a patent
protection period.

32



1.4.2.2 Policies Influencing providers

Because of information asymmetry, medical providers may occupy a dominant position
over their patients in terms of pharmaceutical decision making (1.3.3.2). Thus, the
authorities in this area are likely to pay more attention to defending the patient’s
vulnerable stance to avoid moral hazard potentially nurtured by professionals.

A relatively soft approach to influencing providers may be to provide guidance on
practice and to encourage providers to be involved in a programme on a voluntary
basis. Examples include many kinds of educational interventions, such as guidelines,
protocols, or prescribing feedback, and some voluntary based incentive programmes
such as UK fund-holding.

A harder option could be to place some legal limitations on prescribing (or dispensing).
This includes a lot of reimbursement restricting regulations. Some countries impose
responsibility on providers, for example, if they fail to satisfy their duties, providers
incur some penalties. Examples may Include the German prescribing budget with
mandatory financial disadvantages, although negative penalties have seldom been
exercised (Chapman et al., 2004, Walley and Mossialos, 2004).

Capitation and Diagnosis-Related Groups, although not solely related to drugs but
more to overall healthcare services, were developed as one of various ways of
remuneration, moving away from a conventional FFS system in order to avoid supplier-
Induced demand (Schweitzer, 2007a). Global budgets have been argued to be a more
effective policy option "because [price or volume controls alone] cannot be avoided by
raising volume when prices are fixed or raising prices when volume is fixed” (Blank and
Burau, 2010d; p109).

During recent years, electronic decision support systems allow one to convey a variety
of real-time information - ranging from drug-specific to patient-specific — to physicians’
desks. Examples include drug utilisation review programmes at various levels from a

single Institute to the whole nation, and computerised decision supporting devices with
a variety of purposes.
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1.4.2.3 Policies reguiating industry

Pharmaceutical policies regulating industry are often related to controlling oligopolistic
market conditions to restore market competition. Over a long time period,
governments have set price limits, profit limits, and mark-up limits to restrain
producers from exploiting their monopolistic position in pricing. Some governments
negotiate pharmaceutical prices with industry through mutual agreements such as a
price-volume agreement (Mrazek and Mossialos, 2004).

Price control alone has been considered not as successful as expected in containing
costs (Jacobzone, 2000). Guillen and Cabiedes (2003; p9) argued:

That the introduction of stricter price-control mechanisms is usually accompanied
by greater levels of pharmaceutical spending leads some authors to conclude that
the industry Is able to create ‘escape valves’ by increasing the volume of sales of
already commerclalised products and/or obtaining more favourable prices via
product differentiation through new trademarks.

In line with this perception, a reference-pricing system has been developed for
avoiding the artificial substitution of more expensive products. Reference-pricing
schemes originated from Germany in 1989 (Ioannides-Demos et a/.,, 2002). These have
been increasingly exercised with multifaceted aims, firstly functioning to influence
patients, throughcopayments, but largely expected to be less likely to obstruct patient
access because patients would opt for fully-reimbursed drugs rather than just giving up
access. It also influences providers, through creating a reimbursement restricting
formulary and lastly, it motivates manufacturers to lower prices to the reference line or
below,

In the UK, the requlatory authority sets a limit on marketing resources to suppress
excessive inefficient competition in marketing (Department of Health, 1996, 2006b). In
recent years, reimbursement decisions increasingly require cost-effective evidence,
through which the government wishes to curb expensive but marginally innovative new
drugs by refusing public subsidy (Dickson et al., 2003).

Global efforts to encourage R&D investment have been made through the enforcement
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of Intellectual Property Rights by the World Trade Organisation since 1986 (Schweitzer,
2007c). Coupled with intellectual property, a growing trans-national industry blurs the
distinction of national borders, which sets clear limits on a range of actions taken by a
national government. On this issue, international collaboration of counter-industry
actors has recently been called for in this area (Buse et a/., 2002). Linked to this, new
measures such as compulsory licensing have been Issued to ameliorate drug
accessibility In developing countries after the establishment of powerful intellectual
property rights on patent drugs (Ackiron, 1991; Braithwaite, 1984a; Oriola, 2008).

1.5 Summary

This chapter outlined the working of the pharmaceutical market in terms of theory and
practice, largely from a welfare economics perspective. It has been argued that
symptoms indicating inefficient and unfair allocation of resources have been observed
in the pharmaceutical market, and these have become a spur to government action.
The salient characteristics of the pharmaceutical market that make a market system
hardly able to achieve efficient resource allocation have been discussed. Next, four key
objectives of pharmaceutical policy -~ cost containment, efficiency, equity and safety or
quality — were addressed. This chapter ends with tackling current policies and their
expected mechanisms. These are grouped by three market actors ~ patients, providers
and industry - and this structure will be repeated throughout this study. The next
chapter explores realistic issues in pharmaceutical policy studies, which are contextual

factors and methodological considerations,
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CHAPTER 2: PHARMACEUTICAL POLICY AND LOCAL CONTEXT

2.1 Introduction

In order to achieve a proper understanding of the lessons from policy evaluation, it is
necessary to recognise a set of general policy mechanisms and the context in which a
programme Is activated (Pawson and Tilley, 1997). With this in mind, the preceding
chapter discussed a basic mechanism of drug policy. This chapter will discuss the
second issue, which is ‘context’.

The objectives of this chapter are, firstly, to discuss the importance of contextual
considerations in policy studies, and secondly, to describe Korean pharmaceutical
policies and explore contexts surrounding the pharmaceutical policy-making process.
Arguments over context develop a further subject of policy evaluation. Thus, the third
alm of the chapter is to address evidence-based policy-making from theoretical aspects
to practical issues. Lastly, methods employed overall in the thesis are outlined.

2.2 Policy and context

As is well-known, the overall shape of policy, especially In the healthcare arena
Including pharmaceuticals, is formed by the interplay of political, soclal, economic and
historical determinants (Blank and Burau, 2010b; Enos and Sultan, 1977a, 1977b;
Navarro, 1992). For instance, it Is certainly difficult to think of the British NHS without
thinking of the political context of Britain during the 20th century (Ham, 2004a, 2004b).
Thus, Salter (2004c; pxiii) remarked that “the British NHS is part of the basic fabric of

British political life”,

Even a single intervention often shows great diversity across settings. For example, co-
payment of prescription drugs is a policy used to curb patient demand across many
countries (Chapter 1). Within the simple idea of curbing consumption by charging,
each nation has developed various co-payment structures with different types of
exemptions, copayment limits, amount of payment and so forth (Jacobzone, 2000).
This may be due to the “adaptation” of co-payment programmes to local circumstances

(Klein, 1997).
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Context-bound factors affect not only policy interventions but also, more importantly,
influence policy outcomes. Recently, Dolowitz et a/ (2000) analysed four British
policies: the Child Support Agency; an internal market in the NHS; post-compulsory
education; and the electronic monitoring of offenders. These policies were imported
from the US, by a framework of policy transfer. They suggested several factors that
made these programmes unsuccessful in Britain, Factors they specified, of course,
included some procedural difficulties, such as insufficient Information or problems with
importing. However, it seems that contextual issues occupy a more central part among
such factors. Contextual factors include:

» [nsufficient attention paid to the differences between the social, political and
ideological contexts

» differences in organisational/institutional circumstances

» lack of demand for the introduced policy in the applied setting

» absence of active support from the local elite pressure groups

» hostility of the progressive local press

» opposition from the public and the medical profession

» differences in social attitudes and medical practice (ideology and culture)

Pawson and Tilley (1997; p70) argued:

Programs are always introduced into pre-existing soclal contexts and, as we shall
see, these prevailing social conditions are of crucial importance when it comes to
explaining the successes and failures of soclal programs. ... It Is futile for
researchers to ignore and anonymize the contexts of their programs as in
experimental evaluation. ...

Taken together, two things are becoming clear. First, It is necessary to understand
contextual conditions before discussing policy outcomes. Contexts might be regarded
as one of two forms - those In which a programme has already worked or failed and
those to which a programme has been newly applied. The former can be achieved by
studying overseas experience, deriving lessons that can help policy-makers seek
effective measures for their existing soclal arrangements, construct appropriate
conditions for a new intervention, or avold repeating mistakes made in other countries.
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As to the latter, the upcoming subsection will discuss core issues about Korean contexts.

Second, policy evaluation studies need to be constructed in each national context in
order to determine the real impact of programmes after being influenced and amended
by such factors. As seen from the British examples above, even though a programme
works in one place, there Is no guarantee that it will in another. Situations can be
Improved by a close inspection of the contextual conditions both abroad and at home.
Nevertheless, it may be impossible to remove all uncertainty constituting the policy
environment and outcomes. Faced with such uncertainty, assessing the policy may be
the best strategy to know its the true impact. This stresses the significance of policy
evaluation. Moreover, expertise from rigorous evaluation can contribute to a better
understanding of policy options leading to future improvements. In line with this, more
Issues concerning evidence-based policy-making and methods studying policy are
discussed in section 2.6.

2.3 Overview of the Korean health care system

In 2007, the Korean National Health Insurance (NHI) celebrated its 30th anniversary.
After its Inception in 1977 as a patchy social health insurance benefiting employees
only In sizable workplaces®, the Korean NHI has expanded rapidly in a government-
oriented manner (Hwang, 2006b). From 1989, only 12 years later, it provided universal
coverage for Korean residents, and its benefits reached 98 per cent of the population
by 2006 (NHIC and HIRA, 2007). The Medical Aid Programme (MAP) has
complemented the NHI in order to provide a more comprehensive coverage to low
Income households.

The Korean NHI has been financed by beneficiaries’ contributions with a substantial
out-of-pocket payment at the point of use. It is In part funded from public money, but
only to a very limited extent — around 17 per cent of all revenue in 2006, while
beneficiaries’ contributions were 80 per cent in the corresponding year (NHIC and
HIRA, 2007). Beneficlaries’ contributions are determined based on thelr income

(employee) or income & property (self-employed). Employers and employees share

' The first wave of compulsory medical insurance programme was Initiated to Involve limited
companies whose employees were more than five hundred,
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equally the employees’ contribution, while beneficiaries in the self-employed group pay
individually. Figure 2-1 illustrates the flows of services and finance in the Korean health

care system.
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