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Exzecutive summary

Executive summary

Health sector reform is a process aimed at improving equity, quality, and
efficiency in the health sector through changes in the organization and financing
of health services. In this context, the role of WHO today is to explore and
promote ways of organizing health services which respond better to the
objectives of equity, quality, and efficiency.

Nearly every aspect of national drug policy and pharmaceutical sector
development is directly or indirectly affected by health reform initiatives. This
paper focuses primarily on certain financial aspects of health reform. Some
attention is also given to key organizational reforms. Several related topics are
not covered in this paper, but are addressed in other activities of the Action
Progranmune on Essential Drugs. Examples of such topics include public-private
roles in the pharmaceutical sector, and the impact of the World Trade
QOrganization and associated trade agreements on access to essential drugs.

Drug financing reforms

Governments have the responsibility to ensure that drug financing mechanisms
are managed in such a way as to achieve equity of access to essential drugs.
Financing mechanisms include public financing, health insurance, user fees,
donor financing, and development loans.

Public financing

Some public spending will always be needed to ensure access to drugs by the
poorest in society; to ensure provision of drugs for tuberculosis, sexually
transmitted diseases, and other communicable diseases; and to ensure care for
target groups such as mothers and children. As a share of national economuc
output (GNP), public spending on health in developing countries is one-quarter
to one-half that of industrialized countries. Health financing reform should
improve the use of public resources, but it should not be aimed to further reduce
public spending on health.

The level of public commitment for financing health care and drugs should be a
matter of explicit public poliey, based on an analysis of health care needs and
financing options. Policy makers, managers responsible for health care
financing, and essential drugs managers should be familiar with the methods for
analysing public financing of drugs and for planning public expenditures for
drugs.

Health insurance

Formal health insurance and various Informal community insurance
programimes represent a growing source of health and drug financing in
transitional and developing countries. The experience of many countries has
shown that compulsory social insurance can be the critical step to a more
equitable health care system. It must be recognized, however, that some
developing countries will have difficulties in implementing widespread
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insurance coverage in the short-term for a number of reasons including limited
formal employment and weak state mechanisms.

There are benefits in providing pharmaceutical coverage together with health
coverage although challenges, such as difficulties in tracking prescriptions, exist.
Policy makers and managers need to be fully informed about the value of
insurance coverage, alternative mechanisms for providing pharmaceutical
benefits, and methods to ensure quality of care, while controlling costs.

User charges

User charges are increasingly being implemented by governments and local
communities in countries at all levels of development, both to supplement
general government revenues or insurance premiums, and to help control
utilization. Often, however, such programmes have not learned from past
experiences, are not well ranaged, and, as a result, access shows no
improvement, revenue replaces rather than supplements government funding,
and drugs are overprescribed.

User fees can complement government allocations for pharmaceuticals, but
should not replace them. Future efforts need to ensure that the lessons from
existing research and actual experience are applied to the design,
implementation and monitoring of user fee programmes to ensure that access to
drugs does improve and that rational use does not suffer, When fee mechanisms
are instituted at a national level, a top-down approach, starting with major
national and local hospitals, may have advantages in terms of equity,
reinforcement of the referral system, revenue potential, administrative capacity,
and impact evaluation. '

Donor financing and drug donations

Donor financing includes bilateral and multilateral grants. For some countries,
internal financing mechanisms for drugs may prove insufficient, even after
reforms, and therefore external funding can prove invaluable to relieving
immediate human suffermg and can allow countries to develop long-term
solutions.

The challenge with all external financing, but particularly when it involves the
financing of recurrent costs, is to not allow this to substitute for efforts by
countries to develop sustainable financing mechanisms. Transitions from
external mechanisms to internal mechanisms need to be incorporated in
assistance plans from their conception. But it should be recognized that
sustainability may require relatively long-term commitments by donors.

To promote beneficial drug donations and to minimize unintended problems
with drug donations, interagency guidelines [40] have been published which set
out core principles and twelve specific guidelines which should be followed in
all drug donations.

Development loans

Development loans through the World Bank and regional development banks
may contribute to long-term development of the human and physical
infrastructure for the health sector. However, loans generally should not be used
for financing of the cost of drug supplies, as these represent recurrent expenses.
There can exist certain exceptions to this which may justify the use of loans for
procurement (e.g. seeding of revolving drug funds). As with donor financing,
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conditions associated with development loans should not distort national drug
policies defined by governments.

Affordability and efficiency

The appropriate choice and use of drugs is the key to the achievement of
pharmaceutical policy objectives and should lead to a greater economic
efficiency in the health sector. A variety of cost-control measures have been
applied at various levels within public and private drug supply systems. The
appropriateness of different measures varies with the particular health system.

Affordability of drugs for consurners is a public health concern. Private expen-
ditures for pharmaceuticals in developing countries typically account for 50 to
90% of all spending on drugs. Even for rural populations and the urban poor,
the most common source of drugs is direct out-of-pocket purchase from the
private market.

Use of generic drugs and price controls are the two most commonly pursued
mechanisms to promote affordability. Generic competition with price inform-
ation is effective in this regard. But generic drug markets have grown very
slowly in most countries. The strength of public policy commitment to generic
drugs is a major determinant of the growth of generic markets. Four essential
factors for success appear to be supportive legislation and regulation, reliable
quality assurance, professional and public acceptance, and economic incentives.

Various mechanisms exist to control producer prices and distribution margins.
Wholesale and dispensing margins based on cost plus a fixed professional fee
provide a better incentive for rational dispensing than margins based only on a
percentage. The effects of pharmaceutical price controls have been mixed.
Paradoxically, a number of developing countries are relaxing price controls on
drugs, while governments in industrialized countries are becoming increasingly
corncerned with pharmaceutical prices. With or without price controls, price
transparency should be a central objective.

Organizational reforms

Reforms to financing systems cannot be made without organizational reforms
that should match the structure of the public and private sectors to their respons-
ibilities in fulfilling policy objectives. Changes may include incorporation of
competitive mechanisms within the public sector, decentralization of health
service provision, and a greater role for nongovernmental organizations (NGOs)
and other non-commercial “third sector” entities.

Competitive mechanisms in public drug supply

Altemnative drug supply strategies for public drug supply include the traditional
central medical stores system, autonomous supply agencies, the direct delivery
system, the prime vendor system, and fully private supply. Several of these
systemns involve different public-private roles and rely on greater competition to
improve efficiency.

it
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The practical results of different mechanisms for public drug supply have yet to
be clearly documented. Goverrunents seeking to improve efficiency in public
drug supply should do so with the knowledge that a number of options exist and
that success depends not only on choosing an appropriate option, but also on the
way in which the option is implemented.

Decentralization and integration in drug supply systems

Control and decision-making in health systems is increasingly being
decentralized. For drugs, decentralization may improve quantification of drug
requirements, inventory control, prescribing, and dispensing. But some degree
of centralization may still be required for functions such as drug registration,
development of essential drugs lists and standard treatments, quality assurance,
and bulk tendering.

Efforts are also being made in some countries to integrate supply systems for
family planning, tuberculosis control, and other “vertical” programmes into
essential drugs programmes. Resource-intensive functions such as procurement,
quality assurance, storage and physical distribution may be integrated under the
essential drugs programme, while financing, quantification of needs, and
monitoring may remain under the management of the national control
programme.

Role of the “third sector”

Discussions of public and private roles in the pharmaceutlcal sector should not
ignore the vital role of the “third sector.” This includes NGOs’ health services,
not-for-profit essential drugs supply agencies, professional associations,
consumer groups, and specialized NGOs such as some national pharmacopoeial
organizations.

Recently some governments have explored ways of camrying out “public”
functions such as standard-setting or quality control testing through innovative
arrangements with third sector institutions. The various roles played by the
third sector should be clearly acknowledged by policy-makers, and ways to best
support and involve the sector should be explored.
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1. Introduction

1.1 Reform and models of development

Reform is thought to be the direct response to stimuli which highlight the
deficiencies of existing models (whether or not these have been previously
successful) in meeting current and future needs. In health care, these stimuli
may be: aging populations with different health needs; the resurgence of
diseases such as cholera and tuberculosis; the appearance of new diseases such
as AIDS; increases in inequity to access to health services; the inability of public
funds to cover all basic health needs for a population; or the inability of current
financing mechanisms to cope with the higher costs of and higher demand for
technically advanced interventions. Therefore, health care reform is an issue of
significant consequence to both industrialized and developing countries.

However, in many countries, reform is driven not so much by the inadequacies
of existing health systems but by dramatic political and economic transitions
which result from both internal and external forces. The econornic forces include
large external debts, structural adjustment programmes, and devaluing
currencies. These countries are faced with the difficult, simultaneous challenges
of redefining both their economies and their social sectors.

The policies determining the nature of economic reforms in these countries have
been influenced in no small part by the resurgence of traditional free-market
thinking, sparked by the increasing globalization of markets and the collapse of
centrally planned economies. Although the benefits and drawbacks of free-
market thinking can be argued, two points merit consideration.

First, economic and social development are intertwined but are not the same. In
several cases it appears that the economic models of development (whatever
they may have been) have taken precedence over the social ones, thereby
degrading many social efforts from the status of true progress to that of remedies
aimed at compensating the harm caused to portions of society by economic
development. Health reforms, if they are to escape this “band-aid” status, must
focus on the achievement of the health objectives and must be comprehensively
integrated into the larger development model. In many countries, this cannot be
achieved without a drastic redistribution of the available resources and of the
wealth which may be generated through economic growth.

Second, the future of a country cannot be constructed independently of the
varied aspects of its cultural, historical, political, and economic past and present.
Economic and social development should respect a country’s identity. As there
are many identities, there must be many different modes of development. The
universal implementation of a singular “formula” for development, regardless of
its merits, would negate this principle.
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In view of this, the World Health Organization (WHO) seeks to work with its
Member States and its partners to develop new models and alternatives for the
health sector which are aimed at best meeting health objectives [2].

1.2 Health sector reform

Objectives and principles

Health sector reform has been described in various ways [1,8,11]. However, the

objectives of the health sector, and therefore of its reforms, can be described as
tri-fold:

1. equity, which comprises ensuring access to essential health services to the
portions of the population at financial and geographical disadvantage;

2. quality, which incorporates the effectiveness of treatment and consumer
satisfaction with services;

3. efficiency’, which includes:

« allocative efficiency (which results in the distribution of resources across
services so as to maximize health benefits);

» administrative efficiency (the management and structure of the health
system are designed to promote most efficient use of TES0Urces);

e technical efficiency (services are provided at the lowest possible cost).

Reforms are fundamental changes intended to find sustainable solutions to those
problems in the existing system which limit the achievement of these objectives.
In reality there can exist a certain tension among these goals, and solutions may
involve trade-offs. The true challenge of health sector reform is to find responses
which maximize the overall health utility (which depends on all three objectives)
in a manner consistent with the values and identity of a particular society.

Therefore, certain tenets should be adhered to in a reform process. For example,
during the recent reform in Mexico, the following principles were identified [11]:
« health as a right (access to health services is a fundamental right);

» universal access {certain essential services should be available to the entire
population);

» solidarity (individuals contribute to the extent which they can, and receive
based on need);

« pluralism (options which combine both public and private initiatives
should be made available to the individual).

' Strictly speaking, quality is incorporated within efficiency because this latter is
concerned with optimizing health outcomes given certain available resources, thereby
linking quality to cost-containment. However, for the purposes of discussion, it is often
useful to separate these two. When quality is mentioned as a separate health sector
objective, efficiency” is closely related to cost-containment and productivity
maximization.
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Functional and organizational aspects -

We can analyse reform in terms of two linked aspects: functional strategies for
the health sector (how resources are mobilized and spent, how efficiently this is
done, and which services are made available to whom); and the organization and
administration of the health sector.

A variety of functional strategies have been proposed and tried in the past.
These include those which focus on developing new funding sources, such as
revolving drug funds with user fees and the creation of public and/or private
insurance mechanisms, among others. Other strategies, such as selecting and
making available essential health packages, are aimed at improving efficiency
and affordability. Combinations of these strategies exist (e.g. Bamako Initiative
Programines). -

Reform also involves changes to organizational structures which, in many cases,
translates into a reassessment of the role of the public sector in health.
Government intervention in the health sector is needed because social objectives,
such as equity, cannot be met through market mechanisms alone. Also, health
markets suffer from failures which imply that they cannot optimally allocate
resources due o factors such as information imbalances. Market externalities
(public advantages or costs associated with private actions) alse exist and justify
governmental action.

Policy and regulatory frameworks must be established by governments. Beyond
this, there exists a wide range of other possible government interventions
including direct public sector financing and provision of services, and the
creation of incentives to improve the functioning of the private market. The
degree of public sector intervention, whether this intervention should be
decentralized, and what mechanisms can be used to make the public sector more
efficient, are frequently debated topics. Common reform measures include shifts
in both the extent and nature of goverrunent involvement as well as changes
regarding the involvement of the private sector (for-profit and not-for-profit).

There is, in fact, a third dimension to reform which is critical to its success. This
involves the dynamics of the process - how reforms are to be implemented and
who is likely to support or oppose them. In particular, it deals with the
interactions within a government and among the govermnment, health providers,
patients, professional associations, health workers’ unions, pharmaceutical
manufacturers, donors, development banks and others, regarding the
development and implementation of policy.

As this paper focuses on policy choices for pharmaceutical financing in the
context of reform, the two aspects concerned with the content of reform -
functional strategies and sector organization - will be discussed in depth. Issues
relating to the dynamics of reform are discussed, where most pertinent, within
this framework.
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1.3 Pharmaceuticals and reform

The availability of an affordable supply of quality drugs has a large impact on
the credibility and effectiveness of health services. Since a lack of drugs can
cripple a health system, health sector reform must address the issue of
pharmaceuticals [1].

Pharmaceutical expenditures

Pharmaceutical expenditures, as well as overall health expenditures, are linked
to economic development (they tend to increase as GDP increases). However,
pharmaceutical consumption as a percentage of GDP shows much less variation
among regions than does overall health expenditure (refer to Table 1).

Table 1. Health and pharmaceutical expenditures by region, 1990

Region Health Health expenditures by Total Private as % of

expenditures sOUrce pharmaceutical total

(% of total) expenditures | pharmaceutical
expenditures
total Y public | private aid per
per Gop capita | % GDP

capita (U5$) ‘

(LIS$)
Sub-Saharan
Africa 36 4.9 334 37.6 295 g - 65
Asia &0 4.0 40.9 48.1 11.0 12 b 81
Middle
Eastern 190 4.3 55.0 42.9 36 27 7 74
Crescent
Latin America 118 53 549 374 7.6 26 9 72
Transitional
economies 150 4.3 727 27.3 0.0 -- - -
Established
market 1675 7.7 77.0 23.0 0.0 138 b .40
CLONOTTIES

Source: data summarized in Ref. [46] (Armexes C.1 and C.2) from Ref. [24) and other sources.

Furthermore, in lower income countries, pharmaceuticals generally account for a
more significant share of overall health expenditures than in established market
economies (for which this share is about 15%). For example, in countries such as
China, Indonesia, and Thailand, this share ranges from 35-45% [46]. In several
African countries, it is believed {o exceed 50%.

In developing regions, 50 to 90% of the overall pharmaceutical expenditures are
privately financed, which is considerably higher than in industrialized countries
{median is 34%) [46].

Because drugs account for such a large portion of health expenditures, and
because the purchase of these products often requires spending in foreign
currency, inefficiencies in drug production, procurement, storage, distribution,
and use can be a significant element of waste within the health sector.
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Essential drugs concept

To minimize this waste and to promote equity and access, WHO through the
Action Programme on Essential Drugs, has advocated, since 1981, the
development and implementation of national drug policies based on the
essential drugs concept (EDC). Some features of such a national policy are:

o selection of pharmaceutical products as “essential” based on national
health priorities and proven therapeutic effectiveness;

s quantification of needs;
rationalization of supply mechanisms;

¢ promotion of rational drug use.

These features can be extrapolated beyond pharmaceuticals and can be applied
to the health sector in general. For example, the identification and quantification
of health needs, and the selection of health priorities are fundamental to
successful health sector reform.

Because the essential drugs concept preceded other health sector reform
initiatives by several years, lessons learned in implementing the EDC may be of
relevance in the formulation and implementation of currently proposed mea-
sures. These lessons include, but are not limited to, the following [1]:

1. Although pharmaceuticals and health may be given a low priority in
government plans, it is possible, by highlighting political, economic and social
implications, to raise the profile of the health sector and establish it as a
priority.

2. Successful policy development and implementation requires leadership and
coordination from health ministries. Where ministries of health are weak-
ened, this condition for success cannot be met.

3. For reform measures to succeed, it is not sufficient that their content be
correct. It is important to involve all interested parties, within and outside of
the health sector, and to account for opposition that may exist among certain
FTOUpPS.

4, For reform to be effective, it should involve both the public and private
sectors, The precepts underlying the essential drugs concept are not only
valid in a larger health context but can be valid in the private sector. For
example, drug selection is seen in this sector through the development of
formularies for use in private hospitals and health maintenance organizations.

The essential drugs concept, in its objectives, features, and applicability, has been
a precursor to many of the current health sector reform proposals. It continues to
be a valid tool in developing optimal pharmaceutical and health systems.
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Financing reforms

2. Financing reforms

Changing financing mechanisms within the health sector is not a goal of reform
but is one possible component. Reform measures in this area should not be
adopted as part of a formula but should be chosen s0 as to best meet the
objectives of the health sector.

Criteria should be used to evaluate drug financing options and some are listed in
Table 2.

Table 2. Criteria to evaluate drug financing mechanisms

Feasibility measures Outcome measures
Financial viability and sustainability: Can the Equity: Does the mechanism promote universal
mechanism generate enough resources over the access to essential drugs?
long-term?
Institutional/administrative requirements: What Efficiency: For the resources invested, is the
institutional and /or managerial elements are maximum health benefit obtained?
required fur the mechanism to be successful?
Acceptability: What is the public and political Rational use: Does the financial mechanism
acceptability of the mechanism? encourage appropriate prescribing and use of

pharmaceuticals?

Adapted from Refs. [23] Cha. 40, and [39].

There are several alternatives available for financing pharmaceuticals and these
are basically the same as those for financing health services. Six different options
are discussed below but a wide number of variations exist. Many health systems
adopt a pluralistic approach to health and pharmaceutical financing. It is the
responsibility of the government to choose and manage financing alternatives so
as to ensure that public health objectives are met.

2.1 Public financing though general revenues

Governments in virtually every country in the world play a role in financing
health services and pharmaceuticals. This role reflects in part the recognition by
society that health is a fundamental right to which all sections of the population
should have access. It also reflects the realization that private markets do not
necessarily achieve equity nor sustain the precept of solidarity.

Though some public financing for health and essential drugs is necessary, the
level of financing varies dramatically among regions and among countries.
Public financing may be through national and local government allocations or
through social security or health insurance schemes (the latter are discussed in
section 2.2).
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The provision of drugs through direct central financing can be advantageous as
it may allow better targeting of drug supplies to those most in need and can give
governments greater leverage in controlling drug quality. Economies of scale
may also be achieved, although these can also be achieved through governments
acting as purchasing agents. Box 1 illustrates the role of public drug
expenditures in Bhutan and Indonesia.

Box 1. Role of public drug expenditures in Bhutan and Indonesia
Bhutan

» It is unusual for a developing country in that it provides most of its drugs (90%) through the public
sector,

«  Public drug expenditure is roughly US$1 per capita annually, 70% of which is covered directly by the
central government allocations (=63% of total pharmaceutical spending) and the remaining 30% is
covered by multilateral and bilateral donors.

* An essential drugs list exists (326 dosage forms categorized by levels of use in 1995} and is used in the
purchase of drugs through international tenders.

Indonesia

» The public sector contributes one-quarter of the US$ 3.75 per capita which is spent annually for
pharmaceuticals by both public and private sources. Of this public contribution, two-thirds comes from
central government allocations (=16.7% of total pharmaceutical spending), with the remaining
contributions coming from civil servant health insurance schemes, provineial and district budgets, and
donors’ vertical programmes.

+ The central allocation for drugs is determined each year on a per ca]:uta basis (US$ 0.50 in 1990) using
official population figures which set provineial and district budgets.

* Districts place their orders for drugs after being notified, according to a schedule, of their budgets, and of
prices for drugs on the national essential drugs list. Drugs are delivered to district warehouses by both

public and private supply channels,

What determines public spending on health and drugs? In practice, actual per
capita expenditures are determined by a combination of factors including:
political will; national economic output (GINF); the share of GNP collected in
taxes as government revenue; the share of government spending devoted to
health; the existence of publicly managed health insurance coverage; the share of
health spending devoted to recurrent operating costs versus capital development
costs; and the share of health spending devoted to pharmaceuticals. Figure 1
illustrates several of these factors for two low-income countries, one with a high
commitment to health and essential drugs spending and one with low
commuatment.







