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POLICY AND LEGAL FRAMEWORK

SUMMARY

A national medicine policy (NMP) is a political commit-
ment and a guide for action that shows how the govern-
ment will ensure that efficacious and safe medicines of
good quality are affordable, accessible, and rationally
used. The NMP provides a framework for coordinating
the activities of all the parties involved, such as the pub-
lic and private sectors, nongovernmental organizations
(NGOs), donors, and other interested stakeholders; it
also defines the role that the public itself should play.

The medicine policy of one country may be similar in
many ways to the medicine policies of other countries,
but because their starting situations will vary, the policies
will likely differ in what they emphasize and in how prob-
lems can best be tackled. A national government will be
the principal agency responsible for creating the overall
NMP and putting it into practice; however, collaboration
will be needed with prescribers, dispensers, consumers,
and those who make, market, distribute, and sell medi-
cines. Sometimes, disagreements among the parties will
be unavoidable because their interests differ, but ideally a
wide partnership will develop, because an effective medi-
cine policy is ultimately in the best interests of all.

This chapter examines the components of an NMP.
Countries must choose the elements most relevant to
their situation and most realistic, given their available
human and financial resources. At the outset, govern-
ments will need to give priority to solving current prob-
lems, such as a lack of relevant laws and regulations and

4.1 Introduction

For many decades, pharmaceutical policies were developed
in a piecemeal fashion, where they existed at all. At one
moment, a country may have developed a regulation on
pharmaceutical advertising—at another moment, a decree
on the places where medicines can be sold. One country
might concentrate on sound manufacturing practice—
another country on the problem of providing very poor
populations with access to medicines. Only gradually did
people come to realize that the issue of medicines and their
proper place in society needed to be looked at as a whole.
If a policy covered only select issues in the pharmaceuti-
cal sector, problems could soon arise with other issues; in
fact, a one-sided approach might actually make a situation
worse.

In the 1970s, for example, efforts were made in certain
countries to solve problems involving pharmaceutical pro-
curement and distribution without examining the ways in

difficulty in implementing and enforcing laws and regu-
lations that already exist; issues of finance, supply, cost,
and pricing; and rational use of medicines. Less pressing
matters may be addressed later.

This chapter reviews the main steps in formulating an
NMP including—

o Organizing the process

o Identifying and analyzing problems

o Setting goals and objectives

o Drafting the policy

o Seeking wide agreement on the policy

« Obtaining formal endorsement of the policy
o Launching the policy

Formulating a policy is one thing; putting it into effect
is another. No single, best way to implement an NMP
exists, but this chapter shares the approaches that some
countries have taken.

Experience shows that the essential medicines concept
is central to a successful national medicine policy. The
core of the concept is using an established list of essen-
tial medicines based on standard treatment guidelines,
leading to a better supply of medicines, more rational
prescribing, and lower costs. Finally, the success of an
NMP will depend heavily on political commitment by
the government and support from all stakeholders in the
pharmaceutical sector.

which medicines were being prescribed or used by patients.
The result in some instances was that access to medicines
improved, but people did not know how to use them ratio-
nally. Similarly, essential medicines policies developed for
the public sector only were ineffectual because they did not
address how the private and public sectors could comple-
ment each another. More recently, some East African
countries’ difficulties in collecting direct taxes have led
to a heavier reliance on import duties and manufacturing
taxes, including those from medicines. This policy makes
imported pharmaceuticals more expensive and discourages
local production, resulting in the availability of fewer low-
cost medicines in the marketplace.

These experiences suggested that pharmaceutical prob-
lems might be better tackled within a common frame-
work created through the development of a comprehensive
national medicine policy. The overall goal of an NMP should
be to promote equity and sustainability of the pharmaceuti-
cal sector (WHO 2003). Its general objectives can be simply
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Figure 4-1 Structure of a complete national medicine policy
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This figure shows how many different elements are linked in the construction of a national medicine policy. No individual country’s policy is
likely to be structured in exactly the same way, and many national medicine policies are simpler. The chart can, however, be useful in analyzing
the situation and looking for solutions. For example, the area of rational prescribing can be analyzed by examining the linkages illustrated. The
figure shows that the prescriber is likely to receive information, advice, and persuasion from various sources: the institution where he or she was
educated, the drug regulatory agency, formularies, industry representatives, and others. Can the quality of influencing sources be improved? Do
they reinforce or contradict one another? Is some better form of guidance needed if the prescriber is to improve rational prescribing practices?

stated: a national medicine policy should ensure that effec-
tive and safe medicines of good quality are accessible and
affordable to the entire population and that they are ratio-
nally used.

The 1980s saw the idea of an NMP emerging as a posi-
tive concept, and the World Health Organization (WHO)
and World Bank became active in developing the idea
further. Now the idea that every country should try to
achieve optimal availability, quality, and use of medicines
for patients and consumers is widely accepted. By 2007,
more than 130 countries had formulated NMPs, about 60
percent of which had an updated implementation plan in
place (WHO 2010).

4.2 What is a national medicine policy?

An NMP is a political commitment to a goal and a guide for
action. It is a written document specifying the medium- to
long-term goals set by the government for the pharmaceu-
tical sector, their relative importance, and the main strate-
gies for attaining them. Moreover, it provides a framework
for coordinating activities of the pharmaceutical sector:
the public and private sectors, NGOs, donors, and other
interested parties. (Figure 4-1 illustrates the structure of a
national medicine policy.) The NMP should be incorporated
into the national health system to ensure that NMP goals
and objectives are addressed in broad national health plans,

4.3
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including disease-specific programs, and that resources are
allocated efficiently. An NMP should also express the gov-
ernment’s commitment to promoting good governance
practices, including increased transparency and account-
ability.

In the developed world, most countries do not have
written NMPs, yet many are successful in pursuing phar-
maceutical sector goals. However, even in those countries,
some experts advocate drawing up a document that clearly
outlines the objectives of an NMP; for example, Australia
launched an official NMP in 1999. In countries where
resources are severely limited, an integrated approach
to solving problems helps make the best use of limited
resources.

What should a medicine policy accomplish?

The overall purpose of an NMP is usually expressed in gen-
eral terms, without necessarily touching on every aspect of
the policy. The purpose stresses the most important objec-
tives in the simplest way. In Nigeria, the medicine policy
states that the goal is “to make available at all times to the
Nigerian populace adequate supplies of drugs that are
effective, affordable, safe and of good quality; to ensure the
rational use of such drugs; and to stimulate increased local
production of essential drugs” (Federal Ministry of Health,
Nigeria/WHO 2005). In Ghana, the overall goal of the pol-
icy is “to improve and sustain the health of the population of
Ghana by ensuring the rational use and access to safe, effec-
tive, good quality and affordable pharmaceutical products”
(Ministry of Health, Ghana, 2004).

Although specific objectives differ according to the priori-
ties recognized by the government, the most common fol-
low the essential medicines concept and are directly health
related—

« To make essential medicines available and affordable
to those who need them

o To ensure the safety, efficacy, and quality of all medi-
cines provided to the public

« To improve prescribing and dispensing practices and
to promote ethical practices among health profession-
als and the correct use of medicines by health workers
and consumers

The core of the essential medicines concept is that the use
of a limited number of medicines that have been carefully
selected based on agreed standard treatment guidelines
leads to a better supply of medicines and more rational pre-
scribing, as well as to lower medicine costs.

The national medicine policy may also include economic
goals (for example, to reduce the use of foreign exchange
for pharmaceutical imports, or to provide jobs in areas such
as dispensing, prepackaging, or production of pharma-

ceuticals) and national development goals (for example, to
improve internal transportation and communication sys-
tems, develop national pharmaceutical production, or to
take a stand on intellectual property rights in this particu-
lar field). Regardless of a country’s specific circumstances, a
comprehensive NMP should clearly specify the roles of both
the public and the private sectors.

In addition, the policy should be concerned with effi-
ciency (delivery of the maximum level of services given a
certain level of resources); equity (fairness in access); sus-
tainability (the ability to provide continued benefits into
the future without relying on external support); and trans-
parency, with clear lines of accountability. Finally, the NMP
should address the issue of access to essential medicines as
part of the government’s obligation to fulfill its citizens’ right
to health (see Section 4.4).

What approaches should be used?

In addition to indicating the broad political choices that
the government has made regarding the pharmaceutical
sector, a general medicine policy should define some spe-
cific objectives—outcomes to achieve within a given time
frame. Each objective must be linked to some clear ideas
about how it will be obtained. For instance, the supply
of essential medicines can be improved in the public sec-
tor by increasing the pharmaceutical budget, introducing
cost-sharing mechanisms, or allocating more resources to
underserved populations. Pharmaceutical supply can also
be increased through the private sector by introducing eco-
nomic incentives for pharmaceutical manufacturing and
distribution. Some of these strategies can be introduced in
the national policy document, whereas others may need
to be worked out separately, after additional research and
consultation. Including too much detail in the national
policy may make it difficult to read and understand. The
optimal solution is likely to involve applying different
approaches in the private and public sectors. This com-
bination of different approaches and strategies forms the
core of an NMP.

Why do medicine policies differ by country?

Objectives and strategies may differ from country to
country for various reasons. Differences may exist in the
structure of the health care system, the number of trained
pharmacists and physicians, the capacity of the drug regu-
latory authority, the way in which pharmaceuticals are
distributed, or the level of funding available for pharma-
ceuticals. The biggest differences in the scope of medi-
cine policies lie between industrialized countries and least
developed countries.

In most industrialized countries, health care coverage is
broad, and access to medicines per se is not a prominent



issue (although cost is likely to be a concern). The annual
public and private expenditure on medicines is high, per-
haps 500 U.S. dollars (USD) per person or more (WHO
2004b). The role of the government here is to set up rules
for the operations of the private sector without becoming
directly involved in medicine provision or in the pharma-
ceutical industry. This model requires the existence of an
active private sector that is capable of developing, manufac-
turing, marketing, and distributing medicines to the entire
population. Therefore, in these settings, pharmaceutical
policies are oriented heavily toward containing costs while
ensuring rational use in the interests of both public health
and the economy, and the regulations should focus on the
quality assurance of pharmaceutical products and services
as well as on cost containment.

Although many middle-income countries have experi-
enced improvements in indicators that measure pharma-
ceutical access, WHO estimates that almost one-quarter
of the population in middle-income countries still lacks
access to essential medicines (WHO 2004b). Whereas least
developed countries are afforded equity pricing for some
medicines, such as those for HIV/AIDS, middle-income
countries that are ineligible for such discounts pay higher
prices; however, in 2009, only one-third of these countries
were instituting economic policies that could help make
medicines more affordable (Stevens and Linfield 2010).

In the least developed countries, total spending on phar-
maceuticals is less than USD 5 per person per year (WHO
2004b). The private sector has traditionally failed to supply
affordable, high-quality medicines to the majority of the
population. Consequently, governments have attempted to
supply and distribute essential medicines through the public
sector, often with donor support. In addition, policies often
focus on such matters as ensuring the proper use of a basic
range of essential medicines and encouraging the private
sector to play a more constructive role in supplying those
medicines.

Who are the main participants in developing and
implementing a national medicine policy?

The national government is the essential driving force in
designing and implementing medicine policies. Through its
medicine policy, the state seeks to guarantee the availability
and accessibility of effective, high-quality essential medi-
cines for the population and to ensure that they are prop-
erly used. This goal holds true whether the government is
directly involved in procurement and distribution of medi-
cines, empowers parastatal or private institutions to carry
out this function, or acts mainly as a regulatory authority for
a largely private pharmaceutical market.

The government is not, however, the only actor involved
with the NMP. A partnership is required, involving gov-
ernment ministries of health, finance, and industry; health
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professionals, including doctors and other prescribers and
pharmacists; public and private wholesalers and retailers;
academia; NGOs and consumer groups; and the pharma-
ceutical industry (national and multinational). Consulting
with provincial and district personnel and traditional
medicine practitioners is important. In addition, gov-
ernmental agencies, such as the drug regulatory author-
ity and government-sponsored health care and insurance
schemes, must be involved. The involvement of such
diverse groups and conflicting interests means that devel-
opment and implementation of a sustainable NMP is not
easy. Reaching full agreement with all the parties on every
matter is ideal but not always possible. With patience and
goodwill, however, an environment conducive to success
can be created.

The ministry of health should establish a specific office
that is responsible for coordinating the NMP review and
implementation process. The office should arrange regu-
lar NMP stakeholder committee meetings to assess imple-
mentation and policies. Working groups may be needed to
analyze the effect of the NMP on specific areas. In addition,
the NMP office should be given the capacity to monitor and
evaluate the implementation process and coordinate neces-
sary action plans with stakeholders.

The consultations and national discussions that lead to
the production of the medicine policy document are very
important because they create a mechanism to bring all
parties together and achieve a sense of collective owner-
ship of the final policy. This “buy-in” is crucial in view of the
national effort that will later be necessary to implement the
policy. The policy process is just as important as the policy
document (WHO 2001). (Box 4-1 lists all of the stakeholders
involved with the most recent revision of Ghana’s National
Medicine Policy.)

The development and implementation of an NMP is a
highly political process, requiring careful analysis to under-
stand who the advocates are, who the opponents are, and
what each group’s strategies are. Mobilizing alliances and
coalitions and creating constituents inside and outside the
government are necessary to mobilize political will during
the process.

4.3 Components of a national medicine
policy

The areas of pharmaceutical policy unavoidably overlap, but
the main components include legislation and regulation,
choice of medicines, supply and financing policies, and a
means of encouraging rational medicine use. Some coun-
tries also have a tradition of local production (or they have
ambitions in this area), and that factor can also be a key issue
in a national medicine policy. These components form the
basic framework, with other components added according
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Box 4-1

List of stakeholders who provided input in the 2004 revision of Ghana’s National Medicine Policy

o Accra Metropolitan Health Directorate

o Association of Ghana Industries

o Customs, Excise and Preventive Service

« Dangme West District Administration, Greater Accra

o Danish International Donor Agency

o Department for International Development

« European Union, Ghana Delegation

o Faculty of Law, University of Ghana

« Faculty of Pharmacy, Kwame Nkrumah University of
Science and Technology

« Food and Drugs Board

o General Practice Pharmacist Association

+ Ghana Registered Nurses’ Association

« Ghana Standards Board

o Government and Hospital Pharmacists Association

o Greater Accra Regional Directorate of Pharmaceutical
Services

o KAMA Health Services, Accra

« Komfo Anokye Teaching Hospital

to local conditions. Each component is essential but not suf-
ficient in itself to ensure access. Box 4-2 summarizes these
basic components of a national medicine policy, which are
discussed further in the following sections.

Legislative and regulatory framework

The formulation of a medicine policy should be followed
by the enactment of appropriate legislation and the intro-
duction of regulations to provide a legal basis for the policy
and make it enforceable. An NMP is usually a declaration of
intent rather than a law, so the strategies set out in the policy
may need to be supported by appropriate laws and regula-
tions. In the Philippines, for example, one policy objective
was to extend the use of generic medicines, and many activi-
ties related to that objective were reinforced by a new law on
generics.

Legislation should provide the basis for ensuring that
pharmaceutical products are of acceptable quality, safety,
and efficacy and specify an agency to be responsible for this.
Regulations, which are more flexible than legislation, should
define the actors in the system and their responsibilities:
regulations should state who can produce or import phar-
maceuticals, who can prescribe them, and which medicines
can be sold without the need for a prescription. Regulations
should also state who can store and sell pharmaceuticals,
and which institution is responsible for monitoring and
enforcing regulations. Several legislative models and struc-

o Lady Pharmacists Association

 Ministry of Environment, Science and Technology

« National Centre for Pharmacovigilance

» National Drug Information Centre

« Pharmaceutical Manufacturers Association of Ghana

» Pharmaceutical Society of Ghana

 Pharmacy Council of Ghana

 Pharmacy Department, Korle-Bu Teaching Hospital

o Save the Children Fund, UK (Ghana Office)

o School of Medical Sciences, Kwame Nkrumah
University of Science and Technology

o The World Bank, Ghana Office

o United Nations Population Fund

o University of Ghana Medical School, Korle-Bu

« Upper West Regional Directorate of Pharmaceutical
Services

o Veterinary Council of Ghana

« Volta Regional Health Administration

« World Health Organization Headquarters, Geneva

tures have been devised for the regulation of medicines, as
discussed in Chapter 6.

As noted, making a policy, or even a law or regulation,
provides no guarantee that it will be implemented. Too
often, laws and regulations are not enforced, and the pen-
alties and sanctions that the law provides are not imposed.
Sometimes this failure results from lack of resources or lack
of political will; sometimes an element of corruption exists.
Although a commitment to good governance and the need
to fight corruption should be included as a cross-cutting
item throughout the NMP, some countries may also have
a separate component that specifically defines how a good
governance program will be implemented (Anello 2006).
Another reason for fajlure may be that the government’s
rules are impractical or difficult to enforce. In this case, a
careful review of the main regulations applying to the phar-
maceutical sector may lead to proposals to amend them so
that they are better adapted to local realities and can be bet-
ter enforced.

Appropriate legislation and regulation should be accom-
panied by a functioning quality assurance system; pharma-
ceuticals of low quality, either imported or locally produced,
should never reach the patient. Quality assurance calls for
a transparent pharmaceutical registration system and a
well-organized and -trained inspection administration that
is independent of commercial pressures and a system of
quality control backed by one or more laboratories (see
Chapter 19).
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Components of a national medicine policy

4 | National medicine policy

Legislative and regulatory framework

o Legislation and regulations

o Drug regulatory authority

« Medicine registration and licensing

o Pharmaceutical quality assurance, including inspec-
tion and enforcement

 Pharmacovigilance

 Regulation of prescription and distribution

« Infrastructure for good governance in medicines

Choice of essential medicines

o Principles of essential medicine selection

o Selection process (market approval and selection
based on national morbidity patterns)

o Selection criteria (sound and adequate evidence,
cost-effectiveness)

o Use of essential medicines lists

o Traditional and herbal medicines

Supply

« Local production

o Supply system strategies and alternatives, including
mix of public and private sectors

o Procurement mechanisms

« Inventory control, including prevention of theft and
waste

o Distribution and storage

o Disposal of unwanted or expired medicines

Rational use of medicines

 Multidisciplinary national body to coordinate medi-
cine use policies

o Standard treatment guidelines as the basis for select-
ing essential medicines and training health profes-
sionals

o Independent medicine information

« Rational medicine use training for health personnel

o Education about rational use of medicines for con-
sumers

 Promotional activities

Affordability

« Taxes or tariffs on essential medicines
o Distribution margins and pricing

o Measures to encourage competition through gener-
ics and price information and negotiation
o Trade-related intellectual property mechanisms

Financial strategies for medicines

« Role of government in the pharmaceutical market

« Pharmaceutical financing mechanisms (public
financing, user charges, health insurance, donor
assistance)

o Measures to improve efficiency and cost-
effectiveness

Human resources development

« Role of health professions

« Role of government in planning and overseeing
training and development of human resources for
the pharmaceutical sector

o Human resources management and development
plan

o Education, training, and courses, including mini-
mum requirements for each cadre of professional
staff

« National and international collaborating networks

« Motivation and continuing education

« Ethical framework and code of conduct

Monitoring and evaluation

 Responsibilities and commitment

« Baseline survey of the whole country

Indicators for monitoring

o Periodic monitoring

o Independent external evaluation every two to three
years

Research

o Operational research
o Pharmaceutical development and clinical
research

Technical cooperation among countries

o Information sharing
o Harmonization

Sources: Adapted from WHO 1995 and WHO 2003.
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Choice of essential medicines

The selection of essential medicines to meet the health needs
of the population and the registration of safe, high-quality,
and effective medicines are important features of an NMP.
Adoption of and political commitment to the essential
medicines concept should guide selection and reimburse-
ment decisions. Essential medicines are those considered
most vital for saving lives and alleviating serious and com-
mon diseases in the majority of the population. WHO cre-
ated the first Model List of Essential Drugs in 1977 and
encouraged countries to use it as an example for making
their own lists. Such national essential medicines lists have,
in many countries, become the basis of public pharmaceuti-
cal supply systems. Hospital and outpatient practice formu-
laries commonly guide prescribing in both the private and
the public sectors. The principles, criteria, and process of
medicine selection are described in Chapter 16.

In a wealthy country, any medicine that meets stan-
dards of quality, safety, and efficacy can be sold, and sev-
eral thousand registered pharmaceutical products may
be available on the market. Where resources are lim-
ited, however, an essential medicines list can limit the
number of unnecessary or inappropriate purchases. For
example, more than a hundred medicines are available
to treat rheumatism and arthritis, but many are similar
and some are unnecessarily expensive; three or four such
medicines that are proven efficacious and affordable may
be all that are needed to adequately treat patients. This
selective approach is likely to save money and enable a
resource-limited pharmaceutical management system to
concentrate on essential medicines.

Medicines may also be selected using other criteria. For
example, some countries have been hesitant to add fixed-
dose combination products to lists that already include
the individual components. Sometimes, a drug regulatory
authority may be willing to accept a product only if its price
is competitive with that of similar medicines already on the
market. Some countries have accepted only medicines for
which they believe a “medical need” exists—for example,
where the medicines have special advantages over other
products. This criterion is unpopular with manufacturers,
and it is difficult to apply, but many insurance schemes now
use the principle to determine for which medicines they are
willing to make reimbursements. The NMP can define pro-
cedures to periodically update the national essential medi-
cines list and address the selection of traditional and herbal
medications.

Supply

In many developing countries, availability of essential medi-
cines is the most pressing concern of the NMP. To ensure
that high-quality medicines are available to all, govern-

ments not only need to select their priority medicines but
also to define policies in production, procurement, and dis-
tribution, as well as to provide a mechanism for financing,
which can be a key limitation. Such policies should take into
account what is feasible in the short term and what is nec-
essary for sustainable systems in the long term and under
special circumstances, such as when transport is likely to be
impeded during the rainy season.

In most countries, the private sector operates in the
pharmaceutical supply system to some degree, including
commercially based producers, importers, wholesalers,
pharmacies, and other retail drug sellers. Private-sector
products are often relatively expensive, with the costs cov-
ered either from the patient’s pocket or refunded from a
private or public insurance system. In less affluent coun-
tries, however, a public pharmaceutical supply system
procures and distributes medicines and makes them avail-
able to consumers at either low or no cost. These public
systems were set up in part because private-sector activi-
ties were concentrated in urban areas, prices put products
out of reach of the poor, and no universal health insur-
ance systems existed. The rationale for many of these state-
supported systems persists, but they often require improve-
ments in organization, management, and financing to carry
out their mandate.

Another type of supply system is operated by NGOs, such
as Christian or Islamic missions. Their goal is largely to sup-
ply the needs that are not met by the commercial private sec-
tor or the public sector, especially among the poor and in
rural areas. Often their role is explicitly recognized by gov-
ernment and incorporated into the NMP and public health
strategies.

Both government and NGO health services can be sup-
plied through a variety of alternative arrangements that
incorporate components of private-sector flexibility and
efficiency (see Chapter 8).

Pharmaceutical production policy (see Chapter 7) is
an important aspect of pharmaceutical supply. For many
years, countries have been interested in developing their
own local manufacturing capacity and a degree of national
self-sufficiency. Unfortunately, the difficulties of local
production have frequently been underestimated. Local
production in developing countries is not necessarily a
low-cost venture; although wages and some other costs are
likely to be lower than in industrialized countries, phar-
maceutical constituents and even packaging materials have
to be imported, and maintenance of machinery is costly.
Many factors influence the feasibility of local production,
and a range of policy options exists. When formulating an
NMP, the most important objective should be to get good-
quality, therapeutically useful medicines to the people who
need them, at prices they can afford—policies related to
industrial production should not interfere with policies
related to health care.



Affordability

Affordable prices are necessary to ensure access to medi-
cines in both the public and private sectors. Newer medi-
cines, such as those to treat HIV/AIDS and the newer
artemisinin-based combination therapies for malaria, are
very expensive. Possible mechanisms to increase afford-
ability to essential medicines in all sectors include select-
ing cost-effective treatments, comparing price information,
promoting price competition through generic substitution,
regulating producer prices and retail margins (see Chapter
9, on pharmaceutical pricing policy), limiting tariffs on
pharmaceuticals, and taking advantage of trade-related
intellectual property measures such as compulsory licensing
and parallel imports (see Chapter 3, on intellectual property
and access to medicines).

Financing strategies

Ensuring stable and adequate financing for medicines is a
major challenge. Public financing of medicines for gov-
ernment health services to increase access to medicines is
accepted as a legitimate policy in most countries and by
most institutions, and indeed, funding initiatives such as the
Global Fund to Fight AIDS, Tuberculosis and Malaria have
dramatically altered the pharmaceutical financing context in
many developing countries. In addition, financing mecha-
nisms such as user fees are used in the least developed coun-
tries to increase financial resources, but they are difficult to
manage in a way that protects the poorest members of the
population. Public and private health insurance schemes are
becoming more common, and including reimbursement for
medicines should be promoted. Financing policies should
be designed to maximize resources for pharmaceuticals
while keeping prices as low as possible. These issues are dis-
cussed in Chapter 11.

Rational medicine use

Medicines should be used appropriately, safely, and only
when needed. Irrational medicine use includes overuse,
underuse, and inappropriate use, caused by such factors as
lack of adequate regulatory systems; shortages of essential
medicines and availability of nonessential medicines; lack of
sound, objective medicine information; and the consider-
able influence of medicine promotion on both prescribers
and consumers.

An NMP should specify major activities and responsi-
bilities for promoting rational prescribing, dispensing, and
patient medicine use. A wide variety of approaches has been
developed in an effort to promote rational prescribing and
dispensing (Chapters 29 and 30). Medicine prescribing and
use have been improved in certain institutional settings.
Although not yet widely implemented, programs focused on
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rational medicine use can help improve medicine use in the
public and private sectors. Pre- and in-service training can
also promote rational medicine use.

Inadequate training of health professionals, lack of con-
trol of medicine promotion, and dispensing of medicines by
untrained persons all promote irrational use of medicines.
Strategies for public medication education should provide
individuals and communities with the information, skills,
and confidence necessary to use medicines in an appropri-
ate, safe, and judicious way (see Chapter 33).

Human resources, monitoring, evaluation, and
research

Implementing an NMP depends on people; they must be
trained, motivated, and retained through competitive sala-
ries and other incentives. Human resources management
is therefore an important element of the policy. The roles
of different health professions should be clear. The policy
should lead to a human resources management plan that
identifies education, training, continuing education require-
ments, and other elements necessary to develop and sustain
an adequate supply of skilled professionals who are moti-
vated to perform at a high level (Chapter 51).

The implementation of an NMP should be routinely
monitored, and its effect should be evaluated at regular
intervals. Provisions for monitoring and evaluation need
to be included in the policy itself, and adequate staft and
budget need to be allocated. Appropriate use of indica-
tors helps quantify progress and needed improvements
(Chapter 36).

Research is essential for health service and health care
improvements. NMPs are particularly concerned with oper-
ational research aimed at constantly improving and adapt-
ing the selection, procurement, distribution, and use of
existing medicines. The Lao People’s Democratic Republic
(P.D.R.) incorporated operational research into the moni-
toring and evaluation plan of its NMP (see Country Study
4-1). NMPs may also include specific provisions for clinical
research and the development of new medicines, especially
using local resources, such as indigenous plants.

Finally, many NMPs address technical cooperation
among countries. Cooperation among countries within
the same region and the same economic area has become
increasingly common. There are examples of cooperation in
virtually every aspect of pharmaceutical policy and manage-
ment.

4.4 Setting priorities

When the basic components of a policy have been identi-
fied, choices must be made about the most appropriate
strategies and activities to achieve policy objectives at each
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Country Study 4-1

Using operations research to develop and implement the Lao P.D.R. National Drug Policy

The Food and Drug Department of the Ministry of
Health in the Lao People’s Democratic Republic intro-
duced a National Drug Policy (NDP) in 1993 with the
goal of ensuring the availability and rational use of high-
quality medicines at a low cost, with a focus on vulner-
able populations in remote areas. Over the initial ten
years, the Food and Drug Department implemented the
policy in three phases—

o Phase I(1993-95): Develop a draft NDP, train
inspectors, and create an information, education,
and communication strategy on the rational use of
medicines

o Phase II (1996-2000): Implement the NDP in five
pilot provinces, including building individual and
institutional capacity, developing related laws and
standard treatment guidelines (STGs), and initiating
and evaluating operations research projects

o Phase III (2001-2003): Consolidate NDP achieve-
ments and revise the policy, roll out policy imple-
mentation to the rest of the country, further
strengthen pharmaceutical management capacity,
and continue operations research

The success of the Lao PD.R’s NDP implementation is
due in part to the emphasis placed on health systems
research, which began during Phase II. Operations
research was built into the pilot program design to
improve implementation by bridging the gap between
policy and practice and to provide evidence for policy
making. The six operations research areas included—

« Use of public health messages to reduce irrational
use of antibiotics

o Use of traditional medicine in Champassack prov-
ince

« Knowledge, attitudes, and perceptions about quality
of drugs among customers and health care providers
(including drug sellers)

« Effectiveness of “feedback” for improving treatment
based on STGs

« Methods used to effectively implement the NDP

level of the system. For example, to improve the supply
system for essential medicines, many possible solutions
exist: developing the central medical stores (CMS) further
or transforming the CMS into a parastatal organization
(as in Tanzania), decentralizing pharmaceutical procure-
ment (as in Cameroon), or developing incentives for the
private sector to manage supply and distribution. Activities

o Regulation of private pharmacies in Savannakhet
province

When results of a mid-program evaluation in 2000
showed the success of the NDP pilot program, policy
makers revised the NDP to broaden its scope to include
three new components: health systems research, human
resources development, and overall management and
coordination. In addition, recommendations were made
to adapt the Lao NDP model for use elsewhere in the
region.

Building research into the design of the Lao PD.R’s NDP
yielded two strategic benefits. First, the results of this
research guided the revision of the NDP in 2001 and
showed policy makers how to more efficiently scale up
the NDP nationwide. Second, building a research com-
ponent into the NDP framework made monitoring and
evaluation possible; the choice to pilot the implementa-
tion in only five districts made evaluating the NDP’s
effect by comparing pilot districts to control districts
easier. In fact, research results showed that the pilot prov-
inces performed significantly better in several aspects

of quality and rational use of medicines. Research on

the effectiveness of communications that promoted the
rational use of medicines found that consumers still self-
medicated with antibiotics, even after hearing medicines
information on the radio and receiving advice from the
doctor. This finding indicated that policy makers needed
to adjust the information, education, and communica-
tion strategy regarding rational use of medicines.

Seeing the value of this research-based evaluation, policy
makers made operations research a permanent com-
ponent in the 2001 NDP. However, a solid operations
research component alone is not enough to ensure a
NDP’s successful implementation. Research must be cou-
pled with effective communication and dissemination of
results, strong political will, and technical competence in
the pharmaceutical sector.

Sources: Tomson et al. 2005; Lao P.D.R. Food and Drug Department
2003; Paphassarang et al. 2002.

can then be undertaken to implement the approaches
selected—for example, using restrictive or competitive
tenders, buying only from the essential medicines list,
negotiating contracts with the private sector, and so forth.
A series of interventions can be undertaken to increase
rational prescribing and use of essential medicines, but
depending on the country, some of these strategies will
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be more cost-effective than others. Options may involve
training medical students, providing independent medica-
tion information to all prescribers, or using programs for
the ongoing review of medicine use to identify opportuni-
ties for improvement.

The range of strategies and activities that can be success-
fully implemented depends on the pharmaceutical situ-
ation and the socioeconomic conditions of the country. If
resources are insufficient without external input, a set of

priority activities should be identified that can be executed
within existing means.

Initially, considering the following questions may be help-
ful—

o Is this approach based on scientific evidence, and has it
proved to be effective in other countries?

o Is this approach or activity really needed to improve
the situation in a particular area?
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o Does it address the greatest needs?
o Are other approaches or activities available that might
be more effective?

Policy elements may have to be set aside that—however
successful they may have been in another country—would
be no more than expensive luxuries in the local context, or
would not work because too few technical and financial
resources exist.

The combination of pharmaceutical policies that can be
successfully implemented in a particular country over the
short to medium term is closely linked to the structure of
the pharmaceutical distribution systems, pharmaceutical
spending levels, the presence or absence of health insurance
schemes, the number of trained people available, and the
capacity of the drug regulatory authority.

4.5 Formulating a national medicine policy

Formulating and implementing a national medicine policy
are highly political processes. A policy should promote
equity of access to health care by making the pharmaceutical
sector more efficient, cost-effective, and responsive to health
needs. Such responsiveness may involve the redistribu-
tion of goods and power, leading to increased competition
among the groups affected by reform.

As mentioned, given the diverse interests and the eco-
nomic importance of the issues involved, designing or
revising an NMP requires complex negotiations with all
stakeholders: the national and international pharmaceutical
industry, the medical profession, retail drug sellers, NGOs,
the government bureaucracy, and international donors. The
challenge is to identify the main elements of an appropriate
pharmaceutical policy and then construct a process that will
bring the diverse groups together.

The pharmaceutical sector represents many varied inter-
ests that do not always run parallel; opposition to a new
policy and sometimes even legal confrontations must be
expected. Therefore, identifying political allies and main-
taining their support throughout the process is important.
Strategies to identify and deal with opponents should be
developed, ways of working with them must be identified,
and steps must be taken to resolve disputes. Differences
may be resolved through effective communications, a col-
laborative approach, and careful monitoring of the policy
formulation process. Decisions and priorities touching on
the interests of various stakeholders must be balanced by
estimating gains and losses. Nothing can be left to chance,
particularly if the proposed policy seeks to change in an
important way structures, historical practices, or the behav-
ior of people. The more significant the proposed changes,
the more the process of policy formulation should involve
all stakeholders, taking account of their needs and fears and

encouraging them to take an active part in the new policy.
No simple formula exists, but political will and leadership,
and effective communication and collaboration are the
main components for success.

Step 1. Organize the policy process

The ministry of health (MOH) is usually the most appro-
priate agency to take the lead in developing an NMP. The
first step is to decide how formulation of the policy will be
achieved, who will be involved at the various stages, and how
the necessary finances will be obtained. A plan outlining the
process and the final output can be drawn up by the phar-
maceutical department in the ministry, with the support
of a small committee. The more changes the policy seeks
to produce, the more different stakeholders will need to be
involved. This factor should be considered from the begin-
ning, because it helps to determine the resources needed.
The need for external assistance from WHO or other coun-
tries with experience in developing an NMP should also be
assessed at this stage.

Step 2. Identify and analyze problems

The second task when formulating a policy is performing a
thorough analysis of the main problems so that attainable
objectives can be set (see Chapter 36). The best way to begin
is to bring together a small team of experts, including some
who have performed similar studies in other countries. The
national experts should not come only from the MOH;
they may be from the health professions, from trade and
industry, and from other agencies of government (particu-
larly the treasury). The group’s function is to examine the
situation systematically, identify problems and root causes,
recommend what must and can be done, and suggest
approaches that might be taken. Recommendations can be
formulated and discussed in a multidisciplinary workshop
to prepare advice for the government. Ghana followed a
similar process, which led to the drafting of an NMP in
2004 by a team of experts representing diverse interests,
including consumer rights, law, traditional medicine, trade,
and manufacturing.

However ambitious it may seem in the early stages of
medicine policy development, the situation in the coun-
try as a whole needs to be systematically reviewed so as to
identify viable reforms. This objective may be best achieved
through a detailed situational analysis. For example, in
countries where a poor national economic situation is
a major factor leading to unsatisfactory pharmaceutical
supply, basing reforms on demands for more government
money makes no sense because such funds are not avail-
able. The ultimate solution must take these structural con-
straints into account. Not everything can be done at once,
and for some urgently needed changes, reliance on donor



help may be necessary while a longer-term national solu-
tion is developed.

Step 3. Set goals and objectives

After high-priority problems and related goals have been
defined, primary objectives can be identified. (See Box 4-3
for a list of the objectives of Malawi’s NMP.) For instance,
if one of the priority problems is the availability of poor-
quality medicines, one of the primary objectives should be
to ensure that they are replaced by products of good quality.
The selection of the strategies or approaches is more com-
plex and should come from the situational analysis in step 2
or perhaps in a workshop with key people asking some key
questions: Where do these poor-quality medicines come
from and why are they here? Would good-quality medi-
cines necessarily be more expensive? What incentives would
encourage improvements? After objectives and strategies
are outlined, key participants can work out a strategy for
improvement, which can then be discussed in a larger work-
shop to reach consensus among all the main participants.

However, not all the parties are likely to agree immedi-
ately on the strategy. Representatives of the pharmaceutical
industry may be suspicious, fearing loss of profit; doctors
and pharmacists may have different points of view and may
worry about losing freedom; any party that feels secure in
the status quo may feel threatened by change. Not uncom-
monly, one government agency will disagree with another
on objectives, approaches, or timetables. To move for-
ward, it is important to establish as much trust as possible,
identify matters on which consensus and compromise are
possible, and use those matters as the basis on which to
proceed.

Box 4-3
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Step 4. Draft the policy

After a thorough analysis of the situation and an outline of
the main goals, objectives, and approaches have been com-
pleted, a draft of the NMP should be written. It should state
the general goal of the policy; in most countries, the goal will
be to ensure that high-quality medicines are accessible and
affordable to the entire population and that they are used
rationally. Then the NMP should describe specific objectives
and the strategy or strategies to be adopted for meeting each.
For example, to ensure that essential medicines are avail-
able in health facilities (objective), the policy might propose
the creation of an autonomous procurement unit and the
strengthening of pharmaceutical management in health
facilities (strategies).

This drafting of the policy can be done by the small com-
mittee of experts set up in step 2, with the support of the
people who performed the situational analysis. The group
should remain small, because a big group is difficult to man-
age and will have problems drafting a coherent text. The
group may find that examples of NMP documents from
other countries are helpful.

The draft policy should be assessed for its approach to
human rights issues. Human rights concern the relationship
between the state and the individual, generating individual
rights and state obligations. Box 4-4 includes a list of ques-
tions to ask when assessing health programs for their atten-
tion to the right to health.

Step 5. Circulate and revise the policy

To get full support from all sectors, the document should
be widely circulated for comments, first within the MOH

Objectives of Malawi’s 2009 National Medicine Policy

Broad objective of the NMP

To develop within the available resources the potential
that medicines have to control common diseases and
alleviate suffering.

Specific objectives of the NMP

« To ensure ready and constant availability (universal
access) of essential medicines and medical supplies
to the community

« To rationalize use of these essential medicines
through the provision of improved medicine utiliza-
tion information

o To educate the public on appropriate medicine use
and storage

 To improve supply management, prescribing, dis-
pensing practices, and patient adherence

o To ensure continuing education and professional
development for pharmaceutical and other relevant
health workers

o To institute a sustainable financing mechanism to
ensure continuous availability of adequate quantities
of the required essential medicines

o To ensure effective regulation of pharmaceuticals

o To strengthen partnership at the national, regional,
and international levels in ensuring the full imple-
mentation of NMP through utilization of available
resources, knowledge, and expertise

Source: Government of Malawi 2009.
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Box 4-4

Access to essential medicines as part of the fulfillment of the right to health

The basic principles of what is called the “rights-based
approach” include participation, accountability, non-
discrimination, attention to vulnerable groups, and
explicit linkage to human rights instruments. Five simple
questions are presented here to assess the medicines
policy in a specific country or program.

1. Which essential medicines are covered by the
right to health? Although WHO provides guidance on
essential medicine lists, exactly which medicines are
regarded as essential remains a national responsibility
and, therefore, the national list of essential medicines
should be used to define the minimum needs. If no
such national list exists, the first step is to develop one.
For situations outside the scope of national govern-
ments, such as ships and refugee camps, specific lists of
essential medicines have been developed by WHO and
relevant stakeholders.

2. Have all beneficiaries of the medicine program
been consulted? True participation means that the
beneficiaries of national medicines policies and pro-
grams are consulted in decisions that affect them.
Besides the usual stakeholders, such as the govern-
ment, universities, and professional associations, other
important beneficiaries to be consulted are rural com-
munities, nongovernmental organizations, patients and
consumer groups, and representatives of the vulnerable
groups listed in item 4.

3. Do mechanisms exist for transparency and
accountability? The objectives of the medicines policy
and program should be clear and include government
obligations to respect, protect, and fulfill the right to
health in line with any applicable international trea-
ties. The policy should identify indicators and targets

and then in other government departments and agencies.
Endorsement by ministries or departments, such as plan-
ning, finance, education, and commerce, is of particular
importance, because the success of decisions regarding
registration, foreign exchange allocations, and human
resources development depends on the support of gov-
ernment officials outside the health sector. After this wide
consultation is completed, the document can be finalized.
Although the formulation of the policy should reflect broad
participation by the community, health workers, the phar-
maceutical industry, and universities, ultimate responsibil-
ity for producing the policy remains with the MOH and the
government.

to monitor progress toward universal access to essen-
tial medicines. The national medicines policy should
specify the roles and responsibilities of all stakehold-
ers, with mechanisms in place to hold each of them
accountable.

4. Do all vulnerable groups have equal access to
essential medicines? How do you know? The main
vulnerable groups to be considered are children (espe-
cially girls), women, people living in poverty, rural
communities, indigenous populations, national (ethnic,
religious, linguistic) minorities, internally displaced
persons, the elderly, those with disabilities, and pris-
oners. Ensuring equality starts with collecting dis-
aggregated access statistics for each of these groups.
Such statistics are essential to create awareness among
policy makers, to identify vulnerable groups that need
special attention, and to monitor progress toward uni-
versal access. The minimum effort should consist of
gender-disaggregated statistics and surveys specifically
aimed at vulnerable groups.

5. Are safeguards and redress mechanisms in place

in case human rights are violated? Access to essen-

tial medicines is best ensured by the development and
implementation of rights-based medicines policies and
programs; however, when progress is unjustifiably slow,
mechanisms for redress and appeal are needed as a last
resort. A WHO study has shown that targeted litigation
is an additional means to encourage governments to
fulfill their constitutional and international treaty obliga-
tions regarding the right to health and access to essential
medicines.

Sources: Hogerzeil et al. 2006; Hogerzeil 2006.

Step 6. Obtain formal endorsement for the policy

In some countries, the document can then go to the cabi-
net or parliament for formal endorsement. In others, it
can be an administrative document that serves as a basis
for the implementation plans and for changes in pharma-
ceutical laws, which are often needed. In certain cases the
NMP document becomes a law—for example, in Uganda,
where it was called the National Drug Policy and Authority
Statute; however, the MOH found that arrangement made
the implementation and revision of the NMP unwieldy, so
the revised NMP was separated from the statute in 2002.
Although creating a law can demonstrate strong com-



mitment on the part of the government, it is not always
advantageous, because legislation is difficult to pass and
difficult to change once enacted. Incorporating select com-
ponents of the NMP into a law, such as was done with the
Generics Act in the Philippines, may be more useful. When
a national medicine policy was drafted in 2000 in newly
independent East Timor, the policy was written as a sim-
ple text that could be printed in the media and posted on
health facility walls for all to read, so that it became the
property of the people as a nation.

Step 7. Launch the policy

Launching an NMP is a political task rather than merely
a technical one. It requires as much attention as any other
political campaign. Promotion should be based on good
information, top-level political support, mobilization
of highly qualified people, and securing of international
support. The policy should be promoted through a clear
and well-designed campaign that disseminates informa-
tion through a variety of channels to reach different tar-
get groups. The policy needs to be explained in a way that
allows the media and the public to become involved in dis-
cussions.

4.6 Implementing a national medicine policy

Policy implementation—the execution of approaches
included in the policy through specific plans and pro-
grams—is a critical step; the policy itself is worthless if it is
not implemented. Each NMP requires an overall implemen-
tation plan or master plan. Given the multisectoral nature
of pharmaceutical issues, the MOH should develop, as early
as possible, a consensus with other government agencies on
action plans dealing with specific issues of economics and
finance (including foreign exchange), commerce, industry,
and education. The implementation plan roughly outlines
for each component of the policy what needs to be done and
who is responsible, estimates the budget requirement, and
proposes an estimated time frame. The implementation plan
allows coordination of donor input and assists in monitor-
ing the policy implementation and intervening where neces-
sary to keep the process moving.

The master plan should then be broken down into annual
workplans, which should be carefully developed with the
various agencies involved in implementation. The work-
plans should outline the specific approaches and activities
for each component, specifying in detail who is responsible,
listing the major tasks, and describing the target output, the
detailed time frame, and the exact budget. (See Chapter 38
for more information on developing plans.)

Countries take different approaches to implementation
(see Country Study 4-2 for Australia’s approach). In all cases,
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if the policy is to succeed, government officials must be pro-
active and committed. A number of strategies are summa-
rized below.

Use appropriate timing, and a combination of approaches
and methods of implementation. Not everything can be
done at the same time. In the Philippines, the rules for
generic labeling and promotion had to be put in place
before generic prescribing and dispensing could be
implemented. In practice, a one-year interval was neces-
sary between the issuance of the rules on generic labeling
and the issuance of those on dispensing. In this way, by
the time doctors and pharmacists were required to switch
to generics, the products in the pharmacies had already
been generically labeled.

Start implementation in relatively easy-to-change areas to
ensure initial high-visibility success. Perception of success
is an important consideration; if the policy is perceived
to have yielded significant positive results, it is likely to
continue to receive support from important sectors.

Adopt a flexible policy. In certain cases, an activity may
have to be postponed because the timing is not right. If,
for example, the policy proposes imposing strict rules
on pricing, waiting until pharmacists have received an
explanation about why the rules will be to everyone’s
advantage may be better than imposing the rules imme-
diately and being met with resistance. Consensus build-
ing should always be balanced against compromising
too much on key points. If the initial planning process
has been carried out properly, valid objections should
already have been addressed, and there should be no
need to compromise later.

Use experts to vouch for the policy’s technical soundness. It
is important that the most qualified people in the medi-
cal and pharmaceutical fields support the policy (for
example, clinical pharmacologists or specialists in the
main hospitals and universities). Those who have been
involved in developing the policy are likely to be its
strongest advocates and its most useful allies as it is intro-
duced and implemented.

Mobilize consumers, the media, or other key groups.
Although such mobilization has been successful in the
Philippines and Australia, this approach has not been
common in Africa, because of the lack of a well-
organized consumers’ movement.

Create constituencies that support the policy both inside
and outside the government. After suspicions have been
allayed, such constituencies may be found in any sector.
Even within the private sector, support will develop when
people realize that a healthy public sector will comple-
ment rather than undermine the private sector. Having
constituencies in all sectors is critical to the success of the
implementation and the long-term sustainability of the

policy.
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Country Study 4-2

Innovative approaches in formulating and implementing a national medicine policy in Australia

In 1985, WHO called the Conference of Experts on the
Rational Use of Drugs, which resulted in a document
known as the Revised Drug Strategy. The 39th World
Health Assembly, held in 1986, adopted this strategy,
which calls on governments to implement a national
medicinal drug policy. Australia, as a participant at this
assembly, contributed to the development of this strategy.
The need for a national medicine policy was further illus-
trated in the Health for All Australians document issued
jointly by all Australian state and territorial health minis-
tersin 1988.

Initially,in 1991, the government formed two advisory
groups. The Australian Pharmaceutical Advisory Council
(APAC) was a council of representatives from the major
organizations involved, which would raise issues and
make recommendations across the gamut of medicine
policy. APAC represented an opportunity for all interested
parties to contribute positively on a multilateral and con-
sensus basis to the development and conduct of the policy.

The second group was the Pharmaceutical Health and
Rational Use of Medicines (PHARM) working party,
which advised the ministry on a policy for the use of
medicines and a strategy for its implementation. PHARM
drew on the best available knowledge and relevant con-
cepts to establish a coherent framework for tackling the
complex set of problems involved in the way medicines
are used. The group also drew on research in behavioral
change and health education; espoused principles of
community ownership, participation, and consultation;
and acknowledged the importance of media advocacy.

In 1992, this collaborative approach led to adoption of a
draft national medicine policy. The approach was to—

o Use consumer and professional education as a pri-
mary tool

o Stimulate partnerships among the major players

o Identify—

- What will empower consumers to use drugs well
and encourage health professionals to help them
do this?

- What constitutes effective education?

— What combination of information, skills, and
motivation will be effective for different groups?

- What will work in practice?

- What standards should apply, and who should set
them?

After policies were developed and implemented over
several years, the government conducted a major review

during 1999. What had evolved were four good but sepa-
rate programs for improving the availability, quality, and
quality use of medicines and the viability of the national
pharmaceutical industry. In late 1999, the revised policy
bringing these four programs together into one docu-
ment was launched with government-wide support.

The 2000 National Medicines Policy has four objectives
based on active partnerships, taking into account ele-
ments of social and economic policy—

o Timely access to the medicines that Australians need,
at a cost individuals and the community can afford.
The Commonwealth Government’s Pharmaceutical
Benefits Scheme helps improve the health of all
Australian residents by ensuring they have timely
access to necessary and lifesaving medicines at an
affordable price.

o Medicines meeting appropriate standards of qual-
ity, safety, and efficacy. The Therapeutic Goods
Administration provides a national framework for
regulating therapeutic goods in Australia. It also
ensures their quality, safety and efficacy.

o Quality use of medicines. Australia’s National
Strategy for Quality Use of Medicines (QUM) is cen-
tral to the National Medicines Policy. The National
Strategy for QUM is intended to assist the QUM
partners, health care consumers, health practitioners
and educators, health care facilities, the medicines
industries, the media, health care funders and pur-
chasers, and governments in becoming more aware
of the QUM framework and approach.

o Maintaining a responsible and viable medicines
industry. The chairs of the National Medicines
Policy groups—the Pharmaceutical Health
and Rational Use of Medicines Committee; the
Australian Pharmaceutical Advisory Council; the
Pharmaceutical Benefits Advisory Committee; and
the National Prescribing Services—meet regularly
to discuss issues of importance to the National
Medicines Policy.

Each partner shares responsibility to various degrees for
achieving each of these objectives, and all partners con-
sider these central objectives in any relevant initiatives.
The policy also recognizes the fundamental role consum-
ers have in reaching these objectives, and all partners
have committed to consult with consumer representa-
tives. As of 2010, the policy still served as the framework
for Australia’s pharmaceutical sector.

Sources: Hodge 1993; Australian Government 1999.



There is no single, perfect way to implement an NMP.
In most countries, the implementation process is launched
and maintained directly through the pharmacy depart-
ment of the MOH, as in Guinea, Tanzania, and Zimbabwe.
Such a department is generally supported by committees
that continue to deal with different aspects of the policy.
The problem with this approach is the policy’s lack of vis-
ibility; often, the limited human and financial resources of
these departments prevent them from being proactive and
coordinating all the actors, and physicians may not accept
the promotion of rational medicine use if it comes from
the MOH pharmacy department. In addition, the depart-
ment may focus too much on pharmacological issues
rather than on the broad public health aspects that should
inform the NMP. The policy’s central leadership needs to
smooth out these differences and facilitate implementa-
tion; for example, by having the rational use component
of the policy come from the medical department or an
NGO. Country Study 4-3 illustrates how implementation
can go wrong.

Regional cooperation can be useful in implementing
medicine policies. Countries, institutions, and organiza-
tions can share information, expertise, skills, and facilities.
Exchanging experiences helps ensure that best practices
are promoted, that mistakes are not repeated, and that lim-
ited resources are used effectively. The East, Central, and
Southern Africa Health Community of fourteen member
countries has developed a template for a national pharma-
ceutical policy that its members can use as a resource for
creating or revising their own national policies. The WHO
Regional Office for Africa has a website with country pro-
files that include documents related to national medicine

Country Study 4-3
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policy in African countries (http://www.afro.who.int/
en/clusters-a-programmes/hss/essential-medicines/
edm-country-profiles.html). These various documents can
be used as resources and bases for comparison for any coun-
try developing or implementing an NMP.

4.7 Monitoring and evaluating a national
medicine policy

Monitoring is a form of continuous review that allows senior
managers to assess the progress toward achieving defined
targets in each policy area and adjust strategies accord-
ingly. It can be carried out using a combination of methods,
including supervisory visits and both routine and sentinel
reporting.

Evaluation is a way of analyzing progress toward meeting
objectives and goals. It should build on and use monitor-
ing systems. At the start of a program, evaluation is used to
provide a clear assessment of needs. A midterm evaluation
can provide valuable information about how well the pro-
gram is working. Final evaluation allows a complete review
of program achievements from which lessons can be drawn
for the future.

A system for monitoring and evaluation serves as a man-
agement tool that enables continuous assessment of progress
and helps officials make management decisions in response
to problems identified. The findings, results, and recom-
mendations of the monitoring and evaluation team should
be discussed with national stakeholders and should serve
as the basis for identifying problems, finding solutions, and
improving performance. A monitoring and evaluation sys-

When things go wrong with national medicine policies: The case of Yemen

From 1995 to 2002, the Republic of Yemen received
technical help in developing a national medicine policy.
An important element included the creation of an effec-
tive public pharmaceutical supply system to serve the 30
percent of the population unable to afford private-sector
medicines.

Initially funded by donors, the system was intended to
rely partly on government funding and partly on patient
contributions. By late 2005, the system had virtually col-
lapsed, and in an attempt to improve the situation, the
government “nationalized” the system and declared that
all medicines would be supplied free of charge from then
on; however, no evident improvement occurred. By early
2006, donors were helping the government determine

why the system had failed while instituting an emergency
supply program.

The situational analysis showed that the revolving fund
proposal had never been adequately implemented
through a detailed plan of action, that expectations of
patient contributions had been too optimistic in view of
widespread poverty, that successive governments had
shown too little commitment to funding, and that cor-
ruption had played a major role.

In such situations, bringing together the original players
and seeking their views on the failure and on a recovery
plan are vital. In Yemen, a small-scale emergency scheme
was set up to restore faith in the system, to be followed by
a longer-term (five-year) recovery plan.
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tem also provides transparency and accountability and cre-
ates a standard by which comparisons can be made between
countries and areas and over time. All this information may
produce the necessary evidence that progress is being made
(or not) to support the policy in discussions with interested
parties and policy makers.

Indicators for monitoring national medicine poli-
cies have been developed by WHO and are discussed in
Chapters 36 and 48. Indicators may need to be developed,
adapted, or deleted to match particular national con-
texts. For example, countries may have additional objec-
tives beyond those included in the WHO manual, such
as development of national medicine production. In any
case, a formal monitoring system is needed; ideally, this
system would be integrated with the health information
system. A lack of understanding about the value of moni-
toring and feedback can be a limitation that results in the
inadequate allocation of human and budgetary resources.
Therefore, this institution-building process requires the
commitment of senior policy makers, but effective moni-
toring can be carried out even in countries with limited
resources.

4.8 Constraints and facilitating factors

Formulating and implementing an NMP should be manage-
able, yet few countries have succeeded in implementing all
aspects of their planned policies. Why? Some of the main
reasons are clear—

Lack of political will: Many governments hesitate to create
policies that might antagonize industry and other groups,
particularly if opposition is known to exist. Building sup-
port even in potentially hostile sectors is important at the
start of the process and as implementation progresses.

Lack of resources: Often, understanding or documentation
of the problems, their causes, and solutions in the phar-
maceutical sector is not sufficient to persuade national
governments to devote scarce resources to building
and implementing NMPs. The MOH will need to be
persuasive in its communication with other ministries
and departments to avoid these problems; the essential
message is that a national medicine policy contributes to
improving people’s health and therefore to strengthening
the economy and the nation.

Opposition: Frank opposition to medicine policies often
comes from those who benefit from a laissez-faire
approach. Doctors fear interference with their freedom
to prescribe. Importers and manufacturers are com-
monly earning large profits on precisely the medicines
or pharmaceutical practices that they fear would be
threatened by policy changes, such as price controls or
better procurement procedures. Retail pharmacists may

oppose policy initiatives that would threaten their earn-
ings.

Corruption: Corruption can be an issue in the pharmaceuti-
cal sector, where a great deal of money flows and where
demand, as a rule, greatly exceeds supply. No easy solu-
tion exists; corrupt practices in a country usually extend
well beyond the pharmaceutical sector. However, as the
pharmaceutical sector balances the roles of public and
private services, corruption is likely to decrease.

None of these impediments is easily overcome, but a
number of factors can facilitate the policy process—

Support of domestic and international interest groups:

Some of the domestic groups whose support is needed
include political parties, industry groups, physicians
and other health care professionals, consumers, and
consumer activist groups. International interest groups
include foreign governments, multilateral organizations,
multinational corporations, and international lending
agencies. Their support is required for successful policy
formulation, even if it is sometimes necessary to enter
into bargains and trade-offs to win such support. The
consequences of each trade-off in the formulation and
implementation of pharmaceutical policies should be
carefully considered.

Shared values: The extent to which a congruence of interests
exists among groups is another important predictor of
the success of an NMP. The interests of a politically weak
group (for example, poor consumers) can often be pro-
tected if its goals coincide, at least partially, with those of
more powerful interest groups (for example, retail phar-
macists who want to sell more medicines and are willing
to handle generic products because the higher volume of
sales can compensate for lower unit earnings).

The macroeconomic situation: Improvements in the effi-
ciency of the pharmaceutical system may help countries
cope with the consequences of macroeconomic shocks.
For instance, the devaluation of the franc in West Africa
pushed countries in the region to strengthen their
essential medicines policies in the public sector and to
introduce mechanisms to promote the sale of medicines
under generic names in the private sector alongside more
expensive branded products.

Technical expertise: The existence of technical expertise and
capabilities within ministries of health, as well as access
to data on patent-related issues and pharmacological,
legal, and economic policy (including the policies of
other countries), are key to the formulation of a sound
and workable policy. WHO has a cadre of medicine
advisers located in its country offices who can provide
technical expertise (http://www.who.int/medicines/
areas/coordination/medicinesadvisers/en/index.html).
Donors and international organizations can also sup-
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ASSESSMENT GUIDE

National medicine policy development
and content

o Does an official NMP document exist? Has it been
updated in the past ten years?

o Does the document contain objectives and strategies
based on priority problems?

o Does it cover issues such as legislation, essential
medicines list, registration of pharmaceuticals, sup-
ply of essential medicines, financing and pricing
policies, and rational use of medicines?

o If no official NMP document exists, do any unoficial
documents set objectives and strategies for the phar-
maceutical sector?

» Do laws exist that specify the government’s respon-
sibility in ensuring equitable access to essential
medicines?

« Does the national constitution or any other national
law recognize the right of everyone to the enjoyment
of the highest attainable standard of health?

o Were patients’ organizations and rural communities
consulted when the NMP and program were
developed?

port the emergence and revision of medicine policies in
developing countries through planning and technical
assistance.

The presence of committed people in the MOH: In the
United Kingdom in 1968, Bangladesh in 1982, the
Philippines in 1986, Guinea in 1992, and Uganda in
1993, the development of these countries’ first medi-
cine policies was sustained by individuals and institu-
tions that were persuaded of the need for it and worked
toward its realization.

Each country must shape its own NMP in accordance
with its needs and resources. The goals outlined at the begin-
ning of this chapter provide a policy focus. Experiences in
countries show that success in terms of public health is
linked to the essential medicines concept, with an empha-
sis on a list of essential medicines. Strategies vary among
countries, and in the end, the impact of a country’s NMP
depends on political commitment from the government
and the support of doctors and other health professionals.m

NMP implementation

o Isthe NMP used as a guide for action by policy mak-
ers and senior management officers in the ministry
of health?

« Does the NMP describe the obligations of the vari-
ous stakeholders?

o Does the pharmaceutical legislation provide a legal
basis for enforcement of the NMP?

o Does an implementation plan exist to put the policy
into practice?

o Is the policy monitored regularly? If so, how is it
monitored? Are baseline and target data available on
access to essential medicines against which progress
can be measured?

o Does any evaluation take place of the performance
and outcome of the NMP in terms of attaining its
objectives?

o Arelegal mechanisms available to file complaints
about lack of access to essential medicines? If so,
have they been used?

o Is the NMP highly visible in the ministry of health
and the government?
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