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2.1 The discovery of miracle medicines

During and soon after world war II, new and power-
ful medicines began to emerge in rapid succession from 
laboratories around the world. Penicillin was isolated and 
first used clinically in 1941; chloroquine, first investigated 
in the mid-1930s, was released for trial against malaria in 
1943; and streptomycin followed in 1944 as the first effective 
medicine for tuberculosis. Adding to the earlier benefits of 
smallpox and typhoid immunizations, diphtheria and teta-
nus toxoid vaccines were first adopted during the war for 
use in large military populations. Tetracycline and chlor-
amphenicol were introduced in 1948, isoniazid in 1951, 
and erythromycin in 1952. Chlorpromazine signaled a new 
era of mental health medicine therapy in the same year. In 
1954, the sulfonylureas became the first oral preparations 
for treating diabetes, and nystatin emerged as an antifungal 
agent. In 1955, field trials of oral contraceptives took place 
in Puerto Rico, leading to a virtual revolution that enabled 
women to begin to effectively control family size.

In just over a decade, the whole field of therapeutics was 
revolutionized, putting into the hands of practitioners and 
consumers new pharmaceutical compounds that could 

cure or control problems in ways largely unknown in ear-
lier times. As both scientific and anecdotal evidence spread, 
practitioners and patients demanded, and were willing to 
pay for, the innovative and powerful products that the phar-
maceutical industry was patenting and producing.

2.2 The increasing gap in access to medicines

In this exciting period during the middle of the twentieth 
century, many authors of popular books on pharmaceuticals 
wrote of the revolution in medical care that modern medi-
cines had made possible: antibiotics seemed on the verge of 
controlling deadly infections such as pneumonia and septi-
cemia; cortisone had arrived to suppress painful inflamma-
tion; asthma was yielding to isoprenaline; one vaccine after 
another was appearing to stop fatal epidemics. Miracle was 
the word many authors used to describe these effects.

from the global perspective, however, such miracles were 
for the minority. Affluent countries stood in stark contrast 
to the rest of the world, where entire populations had little 
access to medicines or were struggling to cope with a maze 
of competitive products, many of which were obscure, 

Concerns about medicines—or lack of medicines—can 
be traced back for centuries. The discovery of “wonder 
drugs” about the time of world war II, however, was a 
milestone in pharmaceutical management. The dramatic 
effectiveness of some new pharmaceuticals and the 
intensive marketing of many others combined to catalyze 
widespread use of modern medicines. A rapidly grow-
ing and profitable industry, together with an enthusiastic 
but largely uninformed public and an often inadequately 
regulated marketplace, resulted in excesses of promotion 
and consumption, along with substantial levels of expen-
diture that necessitated new policy measures.

Despite the advent of wonder drugs, however, it had 
become clear by the 1970s that the least-advantaged 
nations were not even meeting the basic needs of their 
people for essential lifesaving and health-promoting 
medicines. Through the 1970s and 1980s, governments 
and international organizations such as the world Health 
organization (wHo) began to redress this imbalance, 
with support from nongovernmental organizations 
(nGos), largely through the promotion of essential 
medicines programs.

In the 1990s and 2000s, the devastation caused by the 
HIV/AIDS pandemic specifically helped draw atten-

tion to the plight of people living in resource-limited 
areas—especially sub-Saharan Africa—and the increased 
interest in health care and funding for treatment in devel-
oping countries spawned a number of significant global 
initiatives to address inequities and increase access to 
health care and essential medicines in the most-affected 
countries. As the world responds with dramatically 
increased financial assistance to provide affordable medi-
cines for HIV/AIDS, tuberculosis (TB), and malaria, 
there has been growing recognition that the effective-
ness of these multimillion-dollar initiatives is limited by 
the capacity of health care and pharmaceutical supply 
systems at the national and local levels. Constraints to 
improving access to medicines include inadequate infra-
structure in facilities and a lack of trained staff and equip-
ment for those facilities.

Although differences have always existed between the 
way pharmaceutical policies have developed in indus-
trialized countries, on the one hand, and developing 
countries, on the other, many elements of pharmaceuti-
cal policy are applicable everywhere. The increasingly 
globalized economy is driving more uniform approaches 
to pharmaceutical policy, especially as the many parties 
engaged in the pharmaceutical arena work together in 
global programs for the benefit of all.

s u M M a r y
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overpriced, outdated, ineffective, or, frankly, dangerous. In 
many countries, two contrasting problems existed side by 
side: no medicines at all in the countryside, but hundreds 
or thousands of medicines competing for prescribers’ and 
customers’ attention in the cities. medical and nursing staff 
in some areas worked without the medicines they needed, 
while practitioners in other areas faced a flood of expensive 
products about which they had no reliable information or 
that their patients could not afford. 

2.3 The rise of the essential medicines 
concept

An idea gradually emerged: why not concentrate first on a 
basic list of reliable medicines to meet the most vital needs—
understanding them, finding ways to pay for them, supply-
ing them to the people? The idea of working with a limited 
range of medicines had long been used in places where no 
alternative existed; doctors had learned to carry twenty vital 
medicines in their bags, oceangoing ships commonly car-
ried 100 or fewer medicines, and in later years, some airlines 
designed medicine kits for use in emergencies on long- 
distance flights. 

The idea was first applied on a national scale before world 
war II in norway, which was then a poor country. norway 
decided to limit its list of approved medicines to those 
most needed in medical practice and most affordable for 
the population, avoiding unnecessary duplication. In the 
developing world, Papua new Guinea had a policy based on 
“essential drugs” by the early 1950s, Sri lanka followed in 
1959, and Cuba had a list of essential medicines by 1963.

How many medicines were needed for such a list? Sri 
lanka chose 500, similar in number to norway’s original 
list. whatever choice was made, it provided a starting point; 
one day, money might be available for more. newly inde-
pendent countries, committed to providing universal health 
care yet desperately short of resources, saw an essential 
medicines policy as a means of moving ahead despite stub-
born obstacles.

It became clear that focusing on an essential medicines 
list could also make better use of limited financial resources. 
The most basic medicines were often well established 
through longtime use, and because patents on many of them 
had expired, several competing manufacturers were mak-
ing them and selling them at lower prices. often, a low-cost 
medicine was as good as a newer product being sold at a cost 
ten or fifty times higher.

By the mid-1970s, the essential medicines concept had 
evolved into a practical policy suitable for worldwide use, 
with one important modification. Rather than the view that 
only essential medicines should be allowed on the market, 
the view was now that any safe and efficacious medicine 
should be allowed for sale, but that essential medicines 

should be given priority. At this point wHo adopted the 
concept. In 1975, wHo’s Director General defined essential 
medicines as “those considered to be of utmost importance 
and hence basic, indispensable, and necessary for the health 
needs of the population. They should be available at all 
times, in the proper dosage forms, to all segments of society.”

Two years later, wHo issued its first model list of 224 
“essential drugs” (including vaccines). By then, many coun-
tries were finding the cost of medicines a concern; for exam-
ple, the government of Bangladesh was spending 60 percent 
of its entire public health budget on medicines, yet much of 
the poor population could still not get access to affordable 
treatment. often, pharmaceuticals and raw materials had 
to be imported from high-cost countries, and their prices 
were further inflated by substantial markups imposed by 
importers, wholesalers, and retailers. In addition, thousands 
of brand-name combination products, often of questionable 
efficacy and safety, were flooding the private sector. now, 
realizing that a limited list of essential medicines could help 
solve most of those problems, public health services could 
base their purchasing, supply, and training primarily on 
items that were most needed and most affordable.

The pharmaceutical industry grew rapidly in the postwar 
era. Substances that cured, prevented, or ameliorated many 
problems were formulated into products that were protected 
by patents, giving producers a long period in which to estab-
lish a dominant market presence and accumulate profits. 
Sophisticated production and testing methods allowed the 
formation of efficient, largely automated, high-volume man-
ufacturing processes, resulting in large profits that could be 
plowed back into new-product research and the acquisition 
of smaller firms. These forces created an increasingly con-
centrated multinational industry.

Developing countries had another reason to give priority 
to essential medicines. The rush to get new products to the 
market resulted in inadequately tested medicines and many 
cases of serious or fatal medicine-induced diseases. In 1960, 
the introduction in europe of the sleeping aid thalidomide 
resulted in the birth of thousands of deformed children. In 
1973, clioquinol, used to suppress diarrhea in Japan, was 
found to cause blindness and paralysis. even some widely 
used and valuable medicines brought unexpected prob-
lems. for example, the antibiotic chloramphenicol, misused 
widely in latin America, caused aplastic anemia. These 
examples generated a growing recognition that pharmaceu-
ticals often brought problems as well as great promise.

UN agencies and WHO lead the way

Although wHo’s role in promoting the idea of essential 
medicines was historic, it was only the starting point for a 
much broader trend involving other international organiza-
tions. By the 1970s, Un member states were urging inter-
national agencies to take up the problems of imbalances in 
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growth, inequities, and redistribution of resources in devel-
oping countries. In 1974, the International labor office 
adopted the idea of defining and meeting “basic needs” 
in the developing world as a whole, not limited to medi-
cines alone. wHo also urged a broader approach aimed 
at improving the health of rural and peri-urban popula-
tions. In Alma Ata in 1978, the wHo/Un Children’s fund 
(UnICef) Conference on Primary Health Care adopted 
the essential medicines concept as one of its basic tools. 
In Geneva, the Division of Drug Policy and management 
came into being to develop the concept as part of national 
pharmaceutical policy for member states. Important back-
ing also came from an interagency task force set up by the 
United nations (Un), which by 1979 recommended the 
adoption of national medicines lists using generic names.

By this time, other Un agencies were also focusing on 
medicines. The Un Conference on Trade and Development 
(UnCTAD) supported the use of generic names, competi-
tive procurement, and cooperative purchasing arrange-
ments. The Un Industrial Development organization 
(UnIDo) emphasized local and regional cooperative pro-
duction. UnICef, long active in directly providing medi-
cines through its supply division, embraced the essential 
medicines idea with wHo in the late 1970s. finally, the 
mutually supportive role of such Un agencies became more 
visible and eventually more coherent when a series of con-
ferences and task forces created a rough division of labor: 
UnICef would concentrate on supply, wHo on health 
policy, UnCTAD on trade, and UnIDo on industrial devel-
opment.

The emergence of generic pharmaceuticals

By the 1980s, the patents on many medicines developed in 
the two decades after world war II began to expire, open-
ing the way for worldwide production and distribution. 
Southeast Asia, especially, had a growing number of new 
pharmaceutical firms with low overhead costs that began 
to manufacture generic versions of well-known medicines 
and sell them at a fraction of the original price. Because 
they were working in countries where foreign patents 
were not recognized, some of these manufacturers had 
long-term experience in copying pharmaceutical prod-
ucts; not all maintained high standards of quality, however. 
nevertheless, public pharmaceutical supply systems found 
that they could obtain much better prices by procuring the 
new, low-cost generic versions of familiar medicines.

The movement accelerates

wHo’s Action Programme on essential Drugs grew vigor-
ously in the early 1980s. By 1984, large amounts of extra-
budgetary funds from european donors were provided 
specifically to support projects in each region of the world 

for strengthening medicine selection, procurement, and 
distribution. Issues of pharmaceutical financing were tack-
led, and standards were set for pharmaceutical information 
and training. In 1985, the wHo Conference of experts in 
nairobi broadened the approach with a new emphasis on 
the need to use medicines rationally. That same year, the 
Essential Drugs Monitor, an international newsletter advo-
cating an essential medicines policy in all its forms, began 
publication. Such initiatives were heavily backed by vol-
untary efforts from the outside, notably by Health Action 
International (HAI), an international coalition of nGos 
from some fifty countries with a special interest in pharma-
ceuticals.

The industry’s reaction

As they gained momentum, these dramatic developments 
provoked mixed reactions from the international pharma-
ceutical industry. major multinational corporations had 
reaped substantial profits from selling their new products 
in the industrialized world. However, even given the fierce 
competition among multinational pharmaceutical firms, a 
low-cost solution to the problem of access to medicines in 
the developing world had not evolved. one explanation was 
that the industry had grown accustomed to serving affluent 
populations, where buyers generally accepted high prices in 
exchange for the newest products, which they assumed were 
the best. To cultivate that market, companies focused on 
marketing and promoting their new products. Selling a rela-
tively small volume of pharmaceuticals to the most affluent 
part of the population was simpler and more profitable than 
trying to meet the needs of larger populations with limited 
ability to pay.

Despite the limited coverage of the people in the devel-
oping world by the multinational pharmaceutical industry, 
these countries constituted a potentially lucrative market, 
with promise for the future. As developed countries intro-
duced stricter systems of pharmaceutical regulation and 
were forced by the economic recession of the 1970s to look 
critically at their own medicine costs, the largely unregu-
lated countries of the rest of the world provided a new pros-
pect for profitability. The fact that the Un and wHo were 
encouraging restrictive policies and beginning to formulate 
ethical criteria for pharmaceutical marketing in the devel-
oping world seemed to threaten the multinationals’ future 
prospects. where the new generic manufacturers now saw 
an opportunity, the traditional multinationals saw a threat. 
one reaction of the producers of originator products was 
to demand better patent protection, which came to fruition 
with the world Trade organization’s Agreement on Trade-
Related Aspects of Intellectual Property Rights in 1994 (see 
Chapter 3).

The pharmaceutical industry’s direct reactions to essen-
tial medicines policies varied from hostile to mixed, 
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with representatives declaring on occasion that the con-
cept was completely unacceptable. The Geneva-based 
International federation of Pharmaceutical manufacturers 
and Associations (IfPmA) suggested that the adoption of 
an essential medicines list “would result in substandard 
rather than improved medical care and might well reduce 
health standards already attained.” The federation was 
heavily backed in its protests by the U.S. Pharmaceutical 
manufacturers Association, which by 1985 was arguing 
that the imposition of additional and arbitrary criteria 
involving “essentiality” or “medical interest” would clearly 
be contrary to the public interest. In retrospect, one major 
problem was probably the failure to communicate to the 
industry and practitioners what “essential medicines” really 
meant. As noted, the essential medicines concept was not 
a question of reducing access to medicines for those who 
already enjoyed it, but of providing access for those who 
had otherwise been without.

Subsequently, having accepted that for poorer countries 
the essential medicines approach might be “practical, even 
if regrettable,” the research-based segment of the pharma-
ceutical industry turned to limiting its application, insist-
ing that the concept applied only in the public sectors of 
the least-developed countries. This segment of the industry 
simultaneously discouraged wHo’s other policy initiatives, 
notably those involving advertising standards, and contin-
ued to promote the view that generic medicines were likely 
to be substandard and even dangerous.

Since 1985, however, the research-based multinational 
industry and the trade as a whole have largely come around 
to the view that they can earn a fair profit by providing low-
cost medicines—whether brand-name or generic—on a 
large scale to essential medicines programs, with high sales 
volume compensating for low profit margins. on some 
fronts, the IfPmA has collaborated with essential medi-
cines programs, with wHo, and with donors. Tensions 
between pharmaceutical manufacturers and international 
organizations have shifted from the essential drug concept 
to other issues, such as intellectual property and parallel 
importing.

The campaign for rational use of medicines

After access to essential medicines is addressed, proper use 
remains a challenge, because waste by both prescribers and 
users is common. The notion that if one medicine is good, 
two are better (and three ideal) dies hard, and both prescrib-
ers and users are prone to overuse. The quantities of medi-
cines prescribed for a given illness are often far more than 
what is reasonably needed. medicines are often prescribed 
when none is needed at all, because patients expect or 
demand a pill or an injection, or because physicians or med-
ical assistants are anxious to be seen as doing something. 
In some cases, half of medicines reaching the periphery are 

wasted by irrational prescribing and by inappropriate use 
by patients, who fail to follow the instructions given by pre-
scribers.

The notion that all pharmaceutical policies need to 
promote the “rational use of medicines” was only slowly 
accepted. Pharmaceutical policies had always centered on 
medicines, not on patients. Pharmaceutical policies had 
been the concern largely of administrators and pharmacists, 
whereas medicine use was largely in the hands of physicians 
and paramedical staff. The medical profession in particular 
resented any suggestion that it might be acting irrationally 
as a group or that it might be in need of guidance or control. 
medical personnel often insisted on the “right” to prescribe 
the medicine of their choice.

The rational use of medicines concept developed momen-
tum after wHo’s 1985 nairobi Conference of experts used 
it as its central theme. The conference emphasized the need 
for the public to understand and use medicines better, par-
ticularly in view of all that was known about nonadherence 
to treatment. In many cases, neither the prescriber nor 
the patient was to blame for irrational use; the fault often 
resulted from lack of proper information and training, com-
pounded in some cases by fear, carelessness, or misleading 
persuasion from the seller or others. with much of a nation’s 
pharmaceutical supply potentially being wasted because of 
irrational use, the effort to promote proper use, although 
time-consuming, is vital to any effective health policy and 
any well-managed economy.

Basic data on how medicines are actually being used in a 
particular country and situation, why errors are made, and 
the types of intervention that may improve the situation 
are important aids in understanding and modifying medi-
cine use. wHo’s Collaborating Centre on Drug Utilization 
Research developed methods—including some that can be 
applied simply and quickly—for studying these matters, and 
those methods have now been used in many parts of the 
world (see wHo 2003). In 1989, the International network 
for the Rational Use of Drugs (InRUD) was formed to bring 
together developing-country teams composed of decision 
makers in ministries of health, researchers, health care pro-
fessionals, social scientists, and support groups. InRUD 
continues to serve as a forum for joint country-level efforts 
to investigate medicine-use problems, test strategies to 
change providers’ and consumers’ behavior with regard to 
specific problems, implement large-scale behavior-change 
efforts, and share national experiences internationally with 
colleagues. The International Conferences on Improving 
Use of medicines (www.icium.org) in 1997 and 2004 have 
played a large role in the evolution of paradigms for promot-
ing rational use of medicines. 

In 2001, wHo launched the Global Strategy for 
Containment of Antimicrobial Resistance, which recog-
nizes antimicrobial resist ance as a global problem that must 
be addressed in all coun tries (wHo 2001b). no country, 

www.icium.org
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however effective it is at containing resistance within its 
borders, can protect itself from the im portation of resis-
tant pathogens through travel and trade. Poor prescribing 
practices and irrational use in any country now threaten 
to undermine the potency of vital antimicrobials around 
the world. In addition, the U.S. Agency for International 
Development has recognized the critical importance of the 
issue and supports a variety of programs that help contain 
the spread of antimicrobial resistance.

The evolution of malaria treatment is an example of how 
irrational use has created major problems with drug resis-
tance. During the past century, antimalarial drugs were used 
on a large scale, generally as monotherapies, introduced in 
sequence, and were used continually, despite unacceptably 
high levels of resistance. In addition, many people have typi-
cally sought care for malaria through the private sector—
antimalarial medications are often available at retail drug 
outlets. Private prescribers and dispensers, however, are less 
likely to follow standard treatment guidelines, and patients 
will generally pay for and take only the medications needed 
to feel better—not necessarily what constitutes the recom-
mended dose; for example, anecdotal evidence suggests 
that some people prescribed artemisinin-based combina-
tion therapy (ACT) take only the artemisinin-based drug 
because it is the one that makes them feel better, a practice 
that negates the purpose of taking a combination of medi-
cines to slow the spread of drug resistance.

As discussed in Chapter 51, the lack of trained health pro-
fessionals in many countries makes it difficult to adequately 
monitor rational medicine use, especially in the case of anti-
retrovirals (ARVs), which patients must take for the dura-
tion of their lives. This gap in human resources makes it that 
much more crucial to educate patients as well as the entire 
community about the importance of adherence and medi-
cine use and to explore the effectiveness of community-
based interventions (see Chapters 31 and 33). 

2.4 Global focus on AIDS, tuberculosis,  
and malaria

The devastation caused by the HIV/AIDS pandemic helped 
draw attention to the plight of people living in resource-
limited areas—especially sub-Saharan Africa. The wHo’s 
“3x5” initiative was the first to declare a global target to 
provide three million people living with HIV/AIDS in low- 
and middle-income countries with antiretroviral therapy 
(ART) by the end of 2005, with the ultimate goal of making 
treatment accessible to all people. An additional incentive 
for specific action has been the establishment of the Un 
millennium Development Goals; Goal 6 targets the end 
of the spread of HIV by 2015 and universal treatment by 
2010. By 2010, however, new infections were still outstrip-
ping gains made in treatment coverage (Un 2010).

The increased interest in health care and funding for treat-
ment in developing countries has spawned a number of sig-
nificant global initiatives to address inequities and increase 
access to health care and essential medicines in the most-
affected countries. 

large-scale funding initiatives include the following— 

•	 The Global Fund to Fight AIDS, Tuberculosis and 
Malaria is a large multilateral funding program that 
approved grants for over USD 3 billion in its first two 
years of existence. of that money, more than 60 per-
cent has been distributed in Africa and almost 50 per-
cent has gone to procure medicines and commodities. 

•	 The U.S. President’s Emergency Plan for AIDS Relief 
(PEPFAR), announced in 2003, made a contribution of 
USD 19 billion to sixteen countries—including twelve 
in Africa. In 2009, PePfAR became part of the Global 
Health Initiative, which responds to a broad range 
of global health needs. In response to the evolving 
global HIV/AIDS situation, PePfAR now places more 
emphasis on overall health systems’ strengthening and 
sustainability rather than emergency action.

•	 UNITAID, whose funding comes from taxes on air-
line tickets in six countries and from country and 
foundation contributions, was established to support 
the health-related millennium Development Goals. 
UnITAID’s model is based on long-term funding 
commitments and the purchase of high volumes of 
medicines and diagnostics used to leverage price 
reductions. It disburses funds to international partners 
working in health commodities procurement, such 
as the william J. Clinton Health Action Initiative and 
UnICef. 

Prominent partnerships and initiatives include the fol-
lowing— 

•	 The AIDS Medicines and Diagnostics Service is a net-
work to support increased access to good quality and 
effective treatments for HIV/AIDS by improving sup-
ply of ARVs and diagnostics in developing countries.

•	 The Stop TB Partnership’s Global Drug Facility helps TB 
programs get quality-assured TB medicines at the best 
prices, store them properly, distribute them in a timely 
manner, and use them rationally. 

•	 The Stop TB Partnership’s Green Light Committee works 
to assure access to preferentially priced second-line 
medicines for multidrug-resistant TB.

•	 The Roll Back Malaria Partnership, established in 
1998, has a goal of achieving the malaria-specific 
millennium Development Goal, which is to halt and 
begin to reverse the incidence of malaria, by 2015, 
through a coordinated global approach toward pre-
vention and treatment, including the establishment 
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of the malaria medicines and Supplies Service, which 
facilitates access to affordable antimalarial medi-
cines and commodities such as insecticide-treated 
mosquito nets, rapid diagnostic tests, and insecti-
cides. Also, the Global fund’s Affordable medicines 
facility–malaria Initiative seeks to increase access to 
affordable ACTs subsidies. Instituting subsidies for 
ACTs will allow prices to be brought into line with 
those of cheap, yet ineffective medicines, such as 
sulfadoxine-pyrimethamine, eventually driving them 
out of the market. 

The role of advocacy groups and community-based 
organizations

Increased advocacy from various groups, such as multi- 
lateral organizations, bilateral donors, nongovernmental 
organizations from all levels, and civil society organizations, 
has resulted in pressure to change policies and push phar-
maceutical issues onto national and international health 
care agendas. Issues highlighted by these groups include 
the need for new health technologies and medicines for 
the three diseases, such as more sensitive TB diagnostics 
and pediatric formulations of ARVs. The response to HIV/
AIDS, in particular, put into motion an advocacy movement 
that has profoundly influenced issues on a global scale.

The extreme impact of the AIDS pandemic fostered a 
unique alliance of activists and people living with the infec-
tion acting as advocates within the community. In 1983, an 
advocacy group in Brazil created a nongovernmental orga-
nization to fight AIDS, a year after the first case had been 
diagnosed there, and more groups followed. In addition to 
increasing prevention and treatment in poor and remote 
communities, Brazilian activists are credited with assuring 
adequate funding for ARVs and contributing to the coun-
try’s successful pricing negotiations with pharmaceutical 
manufacturers (Homedes and Ugalde 2006). In 1987 in new 
york City, the AIDS Coalition to Unleash Power (ACT UP) 
was formed as an activist group dedicated to influencing 
AIDS-related policy. ACT UP was the most visible example 
of how involvement at the community level and from people 
living with HIV/AIDS could greatly affect public policy and 
issues such as ARV access and affordability, demonstrat-
ing an impact that ranged far beyond the group’s new york 
roots. Since 1998, the Treatment Action Campaign and its 
allies in South Africa have led a lengthy and highly visible 
public campaign to improve access to ART through the pub-
lic health sector.

Today, organizations around the world strive to mobilize 
community support and action not only to improve the lives 
of local families touched by HIV/AIDS, but to keep AIDS 
issues—especially access to ARVs—high on the public 
agenda. for example, the International HIV/AIDS Alliance 
(www.aidsalliance.org), which was founded in 1993, works 

with community organizations in more than forty devel-
oping countries to strengthen the local response to HIV-
related disease, including building community knowledge 
of and demand for ART. The HIV/AIDS Alliance produces 
a range of resources and tools to improve the effectiveness of 
the community effort. 

Lack of systems to support access to medicines for 
HIV/AIDS, TB, and malaria

As the world has responded with increased financial assis-
tance to provide affordable medicines for HIV/AIDS, TB, 
and malaria, there is a growing recognition that the effec-
tiveness of these large initiatives is limited by the capac-
ity of health and pharmaceutical supply systems at the 
national and local levels. Indeed, this challenge was borne 
out by the findings of a Un millennium Project task force 
with a mandate to combat HIV/AIDS, malaria, TB, and 
other diseases and improve access to essential medicines. 
The task force concluded that attempting to address indi-
vidual diseases through global programs cannot succeed 
without the allocation of more resources for strengthen-
ing entire health systems, noting that “existing approaches 
to combating AIDS, tuberculosis, and malaria, although 
imperfect, are adequate to greatly reduce the effect of these 
three diseases. However, the woeful state of health systems 
in most developing countries prevents these effective inter-
ventions from reaching those in greatest need, even where 
resources are available . . . Reliable provision of essential 
drugs is a strong indicator of the effectiveness of the health 
system” (Ruxin et al. 2005).

Although the additional financial commitment for medi-
cines to treat these diseases is welcomed and necessary, 
funding is never the only constraint and is now, often, not 
the major constraint. other constraints to improving access 
to medicines include inadequate infrastructure in facilities 
such as clinics, hospitals, pharmacies, and laboratories and a 
lack of trained staff and equipment for those facilities. 

2.5 Current organizational roles in essential 
medicines

organizations that are active in the essential medicines field 
may be useful points of contact. numerous organizations in 
the public and private sectors offer a range of experience in 
advocacy, in public policy development, and in education 
and technical assistance. Several of these organizations are 
discussed briefly in the following sections. organizations 
(such as the world Bank, the regional development banks, 
the Global fund to fight AIDS, Tuberculosis and malaria, 
and aid agencies in europe and the United States) that pri-
marily finance development projects, including pharmaceu-
tical programs, are discussed in Chapter 14. 

www.aidsalliance.org
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WHO and other UN agencies

wHo’s Department of essential medicines and Pharma-
ceutical Policies has played a leading role in promoting the 
essential medicines concept. wHo publishes documents 
on practices and methods as well as the Essential Medicines 
Monitor newsletter on current developments around the 
world. It convenes expert committees, holds workshops 
and training sessions worldwide, and has supported some 
country- specific pharmaceutical management programs, 
largely with funds provided by interested donors.

wHo’s Department of essential medicines and Pharma-
ceutical Policies is also responsible for promoting phar-
maceutical quality, providing information on safety and 
efficacy, and convening an expert committee that revises 
the model list of essential medicines every two to three 
years, and now another list specifically for children’s medi-
cines. It is responsible for the quality certification scheme 
and good manufacturing practices standards. In addition, 
its prequalification program plays a major role in promot-
ing quality medicines through evaluation and inspection 
activities and by building national capacity for sustainable 
manufacturing and quality monitoring.

other wHo programs dealing with specific health 
areas, such as diarrhea, immunizations, and HIV/AIDS, 
have interests in essential medicines. The wHo regional 
offices and individual country programs often have addi-
tional technical staff in advisory positions.

The Pan American Health organization is wHo’s 
regional office for the Americas. Its technical pharma-
ceutical management staff collaborates with ministries of 
health, social security agencies, and other governmental 
and nongovernmental institutions to strengthen national 
and local health systems. other regional offices, in the 
eastern mediterranean, Africa, europe, the western 
Pacific, and South east Asia, contribute to supporting 
and managing essential medicines activities in their 
regions.

UnICef is actively involved in program and project 
development internationally and at the country level. 
Headquarters activities include technical supervision, 
design, and support of country-level programs rang-
ing from large-scale procurement (through its Supply 
Division, based in Copenhagen) to strategies for the pur-
chase, distribution, and use of medical supplies. In some 
countries, UnICef coordinates medicine procurement 
and distribution for public health programs receiving 
Global fund grants.

The Interagency Pharmaceutical Coordination Group 
includes senior pharmaceutical advisers from wHo, 
the world Bank, the Joint Un Programme on HIV/
AIDS (UnAIDS), the Un Population fund (UnfPA), 
and UnICef. The group, which meets every six months, 
coordinates the pharmaceutical policies underlying their 

technical advice to partner countries and plans and coor-
dinates the preparation of interagency statements and 
technical documents.

In 2002, the Un Secretary-General commissioned the 
Un’s millennium Project to develop an action plan for 
the world to achieve the millennium Development Goals, 
which were established in 2000. The eight millennium 
Development Goals, which have a target date of 2015, 
range from halving extreme poverty to promoting gender 
equality. The goals were agreed to by the world’s countries 
and have formed the basis for a remarkable worldwide 
effort to improve the lives of those living in extreme pov-
erty. Pharmaceutical management is a prominent compo-
nent in achieving several of the goals, such as reducing 
child mortality, improving maternal health, and combating 
HIV/AIDS and other diseases.

Nongovernmental organizations 

Health Action International is an association of nGos 
founded in 1982 “working to increase access to essential 
medicines and improve their rational use.” HAI and local 
and regional affiliates, such as Acción Internacional para la 
Salud, are focal points for campaigns on essential medicines 
action by governments and Un agencies and against indus-
try products and practices that counter the concept.

Healthy Skepticism, previously known as the medical 
lobby for Appropriate marketing, was formed in 1983 in 
Australia. The organization tracks inappropriate and mis-
leading promotion of pharmaceutical products in developed 
and developing countries and encourages the use of accu-
rate and consistent information about pharmaceuticals to 
improve health-related decision making. The organization’s 
Adwatch program publicizes techniques used in pharma-
ceutical advertising. Healthy Skepticism has been a stimu-
lus for other groups to monitor advertising and promotion 
of pharmaceuticals and other medical products. It has also 
influenced multinational corporations to modify their pro-
motional practices.

The International network for the Rational Use of 
Drugs works through national groups representing indi-
viduals from ministries of health, universities, nGos, and  
private-sector institutions to understand local medi-
cine-use problems and create reproducible activities that 
improve medicine use. InRUD’s interdisciplinary focus 
links clinical and social sciences and emphasizes the behav-
ioral aspects of medicine use, particularly as they concern 
providers and consumers, the promotion of well-designed 
research studies, and the sharing of experiences and tech-
nical expertise among participating individuals. InRUD 
also promotes cooperation among donors interested in 
funding activities that contribute to these objectives. The 
InRUD secretariat at management Sciences for Health 
(mSH) is the coordinating body for the country core 
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groups and publishes an annual newsletter, INRUD News  
(www.inrud.org).

The International Society of Drug Bulletins (ISDB) is an 
association of independent and official medicine informa-
tion bulletins that provides the medical community with the 
most current information on individual medicines free from 
funding and the influence of the pharmaceutical industry. 
ISDB helps countries develop independent, unbiased medi-
cine information bulletins and facilitates cooperation among 
countries in promoting independent medicine information 
(see Chapter 34).

Through its Center for Pharmaceutical management, the 
nonprofit organization mSH is involved in pharmaceutical 
sector assessments and analysis, research, technical assis-
tance, training, and publications to improve health through 
the rational use of medicines. mSH staff members work with 
international agencies and other nGos, as well as directly 
with the public and private sectors in many countries. mSH 
produces training materials, software for pharmaceutical 
management, and publications such as this manual and 
the widely recognized International Drug Price Information 
Guide.

The International Pharmaceutical federation (fIP) is a 
global organization comprised of 122 national associations 
of pharmacists and pharmaceutical scientists and 4,000 indi-
vidual members. fIP advocates globally on behalf of the role 
of the pharmacist in the health care system. fIP is active in 
promoting good pharmacy practice and pharmacy educa-
tion and gathering and disseminating important data on the 
profession; a key resource is the 2009 FIP Global Pharmacy 
Workforce and Migration Report.

The U.S. Pharmacopeia (USP) is the official public stan-
dards–setting authority for prescription and over-the-coun-
ter medicines manufactured or sold in the United States. 
USP sets standards for the quality, purity, strength, and con-
sistency of these products, which are recognized and used 
in more than 130 countries. USP also works in developing 
countries to improve pharmaceutical quality and the infor-
mation available on medicines.

médecins Sans frontières (mSf), the humanitarian 
medical organization, started its Campaign for Access to 
essential medicines in 1999 to advocate for better access and 
lower prices of essential medicines at the local, national, and 
international levels. An example of mSf’s work is the annual 
update of Untangling the Web of Price Reductions: A Pricing 
Guide for the Purchase of ARVs for Developing Countries.

As noted in Chapter 8, missions and other nGos pro-
vide a substantial portion of health care and pharmaceu-
tical supply services in many countries. The ecumenical 
Pharmaceutical network (ePn) works to strengthen the 
medicine-related activities of faith-based health care orga-
nizations in Africa. At the international level, the ePn acts 
as an advocate for access to medicines and a clearinghouse 
for information.

Regulatory bodies

The International Conference of Drug Regulatory 
Authorities is a biennial forum of officials from national 
regulatory authorities. Its principal concerns include 
mechanisms to guard against substandard, counterfeit, 
and dangerous products. It also supports wHo’s certifica-
tion scheme and guiding principles for small regulatory 
authorities.

The International Conference on Harmonization (ICH) of 
Technical Requirements for Registration of Pharmaceuticals 
for Human Use is a collaborative effort by the regulatory 
authorities of the european Union, the United States, and 
Japan to harmonize technical issues related to the registra-
tion of pharmaceuticals in these countries. The conference 
also makes recommendations on how to achieve greater 
harmonization around the world in the interpretation and 
application of related technical guidelines and require-
ments. The ICH norms do not always fully reflect the needs 
and capabilities of developing countries; however, wHo 
promotes developing-country interests by serving in an 
observer capacity, and the ICH Global Cooperation Group 
works with drug regulatory authorities in nonmember 
countries to facilitate the harmonization process in all coun-
tries.

 Industry organizations

most countries have individual national associations that 
represent manufacturers, distributors, and private phar-
macies. These associations are intended primarily to 
protect members’ interests, but they provide support to 
selected activities, such as training, local publications, 
and community medicine outlets in some countries. The 
IfPmA is an international advocacy group formed of 
many national and regional pharmaceutical manufac-
turers’ associations and companies; it prepares position 
papers for the industry, testifies before international 
organizations, acts as a public-relations resource for the 
industry, and occasionally undertakes educational proj-
ects, such as quality-control training for developing-coun-
try staff. The International federation of Pharmaceutical 
wholesalers plays a similar role with respect to pharma-
ceutical distributors.

2.6 Clients, governments, producers, and 
beyond: changes in the pharmaceutical 
field

A review of the changes in the pharmaceutical field over the 
last forty years may suggest that a new symmetry among its 
players is on the horizon; however, a look at the future sug-
gests a continuing process of evolution.

www.inrud.org
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The evolving pharmaceutical industry

As noted previously, the multinational pharmaceutical 
industry has become less hostile toward some national and 
international pharmaceutical policy initiatives in recent 
decades, while focusing more on intellectual property 
issues. one reason for the shift in industry strategy has been 
the declining rate of pharmaceutical product innovation. 
Research-based companies are less confident that they can 
build their future on a regular flow of innovative new medi-
cines; regulatory authorities have more difficulty approving 
new medicines to be marketed in their countries; and some 
medicines have been withdrawn from the market because 
of safety issues, such as the anti-inflammatory drug Vioxx 
(rofecoxib). for example, although the U.S. food and Drug 
Administration (fDA) approved an average of eighty-three 
new medicines per year between 1998 and 2002, only one-
third were new chemical entities. over that same period, the 
fDA granted priority review to no more than seven medi-
cines per year that represented a treatment advance, and 
the only real “breakthroughs” were usually “last-ditch treat-
ments” for rare conditions not responding to other therapy 
(Angell 2004). Such medicines were likely to be used only 
occasionally and would not provide a significant income for 
the innovator company. As for safety issues, of thirteen new 
medicines that were removed from the U.S. market for safety 
reasons over a decade, not one left a significant therapeu-
tic gap (Sigelman 2002). In the case of Vioxx, estimates are 
that it led to between 88,000 and 139,000 heart attacks in 
the United States that would not otherwise have occurred 
(Graham et al. 2005). with fewer new medicines emerg-
ing that carry the promise of major revenues, and with the 
occasional safety disaster, the industry today hesitates to 
rely on product innovation alone to assure a robust future as 
much as it once did. As a result, most major pharmaceutical 
developers are evaluating their research and development 
practices and are considering changing their current devel-
opment paradigm (kaitin 2010).

Another reason for a shift in industry policy is that devel-
oped countries have become increasingly critical of phar-
maceutical prices and expenditure. many countries have 
imposed rigid price controls on medicines or limits on the 
permitted cost of a course of treatment or instituted other 
interventions to control medicine prices (see Chapter 9 on 
pharmaceutical pricing policies). Pharmaceutical compa-
nies now must not only persuade doctors to prescribe their 
products but also convince critical therapeutics commit-
tees and pharmacy benefit managers that their medicines 
are sufficiently cost-effective to merit a place in treatment  
manuals and reimbursement lists—examples of the prin-
ciple of essential medicines in practice.

new industry attitudes have also come as a result of 
structural changes in the pharmaceutical industry itself. 
Seeking to develop new business models to compensate for 

market obstacles in industrialized countries, many compa-
nies have entered once unfamiliar areas; for example, some 
research-based companies have started (or restarted) pro-
ducing generic medicines, either by diversifying their own 
activities or by acquiring established generic manufacturers.

Intellectual property laws

The issue of access to medicines for HIV/AIDS, TB, and 
malaria has had an impact on international trade activities. 
Activists working to improve affordability of ARVs in devel-
oping countries first highlighted the negative implications 
of the world Trade organization’s Agreement on Trade-
Related Aspects of Intellectual Property Rights (TRIPS) for 
access to essential medicines in developing countries, result-
ing in the development of the Doha Declaration, which 
addresses the right of all countries to protect the health of 
their citizens (see Chapter 3).

The TRIPS agreement may make it difficult for resource-
limited countries to get access to new medicines at afford-
able prices. Although certain flexibilities were included in 
the agreement to help countries circumvent the intellectual 
property restrictions and accommodate their public health 
needs, without the necessary technical expertise, countries 
have found it difficult to interpret the laws and implement 
the appropriate policy mechanisms; however, govern-
ments are addressing this issue. for example, the regional 
group representing countries of east, Central, and Southern 
Africa created a model national pharmaceutical policy that 
addresses ways for member countries to incorporate these 
flexibilities into their policies.

Public-private pharmaceutical initiatives

for a long time, the private and public pharmaceutical sec-
tors worked in relative isolation from each another; contact 
was formal, critical, and sometimes hostile. In the final years 
of the twentieth century, however, a number of interna-
tional public-private partnerships were developed to create 
positive and innovative collaboration in research, devel-
opment, and distribution, especially in serving the needs 
of developing countries. Promising advances are emerg-
ing, particularly through initiatives under the auspices of 
the United nations and its specialized agencies, such as 
wHo. examples include the Global Alliance for TB Drug 
Development and the medicines for malaria Venture. more 
time is needed to determine the long-term value of these 
partnerships, but increasing evidence suggests that such 
public-private initiatives can be productive.

Globalization and the Internet

no more than fifty years ago, the world remained rig-
idly divided into nation-states, each with its own specific 
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approach to its own specific problems; however, the process 
of globalization has quickly broken down that compart-
mentalization. many companies now operate worldwide, 
developing policies and conducting activities that can only 
partially be controlled by national governments; in fact, 
some corporations have greater financial resources than 
many of the governments with which they do business.

The Internet is an example of a worldwide activity that 
largely escapes national control. on the one hand, the 
Internet allows users to circumvent undesirable practices 
such as government censorship, but on the other hand, it 
facilitates activities that hurt society at large, for example, 
the dishonest advertising and sale of ineffective and dan-
gerous medicines. Drug regulatory authorities and others 
have been working to address the issue of pharmaceuti-
cals being sold through the Internet, as well as on ways to 
increase access to reliable information through the Internet 
(for example, see wHo/ImPACT 2009; wHo 2001a, 
2002).

Ongoing policy changes

The changes in the political and economic environment dis-
cussed in this chapter mean that pharmaceutical manage-
ment must also adapt to new opportunities and challenges.

of the tools and concepts described throughout MDS-3, 
some originated in industrialized countries, others in the 
developing world, and others in the international commu-
nity. many have outgrown their origins, and the ideas and 
experiences are increasingly becoming common ground 
for solving important pharmaceutical management issues 
throughout the world while continuing to evolve as that 
world changes.

Although death and disability are always tragic, the ratio-
nale for national concern and action on essential medicines 
is driven by the large gap remaining between what we know 
and what we do. we know how medicines can help eliminate 
unnecessary and preventable deaths and disability, yet mil-
lions continue to die of TB, which is essentially curable with 
medical therapy. People living with HIV/AIDS can now 
extend their lives with ARV medicines, but more than half 
of those in need of treatment do not have access (UnAIDS 
2009). malaria, pneumonia, diarrhea, and hypertension 
are manageable with basic medicines, yet they continue to 
kill millions. Children are born unwanted and into pov-
erty merely because low-cost family-planning supplies are 
unavailable.

The clear public health challenge is to continue to lead 
public policy makers and managers toward a consistent 
approach to essential medicines. The primary activity is to 
identify and attack the major problems that are amenable 
to solution with available resources. The strategies of many 
national pharmaceutical programs in less advantaged 
nations, and increasingly among decision makers in more-

advantaged settings, are converging: first, to ensure that the 
basic medicines that save lives and improve health are avail-
able to all; second, to ensure that they are used appropri-
ately; and third, to logically deal with the many medicines 
that are not essential to public health, but may play a limited 
or specialized role in health care. n
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Annex 2-1 Useful contact information

affordable Medicines Facility–Malaria
Global Fund to Fight AIDS, Tuberculosis  
and Malaria
Chemin de Blandonnet 8
1214 Vernier
Geneva, Switzerland
Telephone: +41 58 791 17 00
Fax: +41 58 791 17 01
E-mail: amfmconsult@theglobalfund.org
http://www.theglobalfund.org/en/amfm

aIDs Medicines and Diagnostics service
HIV/AIDS Department
World Health Organization
20 Avenue Appia
CH 1211 Geneva 27 Switzerland
Telephone: +41 22 791 21 11
Fax: +41 22 791 31 11
E-mail: amds@who.int
http://www.who.int/hiv/amds/en

alliance for the Prudent use  
of antibiotics
75 Kneeland Street
Boston, Massachusetts 02111 USA
Telephone: +1 617 636 0966
Fax: +1 617 636 3999
E-mail: apua@tufts.edu
http://www.tufts.edu/med/apua

Campaign for access to Essential 
Medicines
Médecins Sans Frontières
Rue de Lausanne 78
P.O. Box 116
CH 1211 Geneva 21 Switzerland
Telephone: +41 22 849 84 05 
Fax: +41 22 849 84 04
E-mail: access@msf.org
http://www.msfaccess.org

Clinton Health access Initiative
William J. Clinton Foundation
55 W. 125th Street
New York, New York 10027 USA
Telephone: +1 212 348 8882
Fax: +1 212 348 5147 
http://www.clintonfoundation.org/ 
what-we-do/clinton-hiv-aids-initiative

Consumers International
24 Highbury Crescent
London N5 1RX United Kingdom
Telephone: +44 20 7226 6663 
Fax: +44 20 7354 0607
Additional offices in Africa, Malaysia, and 
Chile
http://www.consumersinternational.org

Ecumenical Pharmaceutical Network
P.O. Box 738-00200
Nairobi, Kenya
Telephone: +254 20 444 4832/444 5020
Fax: +254 20 444 1090
Mobile: +254 72 430 1755
E-mail: info@epnetwork.org
http://www.epnetwork.org

Euro Health Group
Tinghøjvej 77
2860 Søborg, Denmark
Telephone: +45 3969 6888
Fax: +45 3969 5888
E-mail: eurohealth@ehg.dk
http://ehg.dk

Global Drug Facility
Green Light Committee (stop TB 
Partnership)
Stop TB Partnership Secretariat
World Health Organization
HTM/STB/TBP
20 Avenue Appia
CH 1211 Geneva 27 Switzerland
Telephone: +41 22 791 46 59
Fax: +41 22 791 48 86
E-mail: gdf@who.int
http://www.stoptb.org/gdf
E-mail: glc_secretariat@who.int
http://www.who.int/tb/challenges/mdr/
greenlightcommittee/en/index.html

Global Fund to Fight aIDs, Tuberculosis 
and Malaria
Geneva Secretariat
Chemin de Blandonnet 8
1214 Vernier
Geneva, Switzerland
Telephone: +41 58 791 17 00
Fax: +41 58 791 17 01
E-mail: info@theglobalfund.org
http://www.theglobalfund.org/

Health action International africa
Kabarnet Lane
P.O. Box 66054-00800
Nairobi, Kenya
Telephone: +254 20 386 0434/5/6
Fax: +254 20 386 0437
E-mail: info@haiafrica.org
http://www.haiafrica.org

Health action International Europe
Overtoom 60/II
1054 HK Amsterdam, The Netherlands
Telephone: +31 20 683 3684
Fax: +31 20 685 5002
E-mail: info@haiweb.org 
http://www.haiweb.org

Health action International Latin america
(Acción Internacional para la Salud)
Apdo 41-128 Urb Javier Prado 
Calle Mario Florian Mz 3 Lote 22, San Borja 
Lima 41 Peru 
Telephone/fax: +51 1 346 1502 
E-mail: infoais@aislac.org
http://www.aislac.org

Healthy skepticism
34 Methodist Street
Willunga, South Australia 5172 Australia
Telephone/fax: +61 8 8557 1040
http://www.healthyskepticism.org

HIV/aIDs alliance
UK Secretariat / International  
HIV/AIDS Alliance
1st and 2nd Floors, Preece House  
91-101 Davigdor Road
Hove BN3 1RE United Kingdom
Telephone: +44 1273 718 900
Fax: +44 1273 718 901 
E-mail: mail@aidsalliance.org
http://www.aidsalliance.org
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International Conference on 
Harmonization (ICH) of Technical 
requirements for registration of 
Pharmaceuticals for Human use
ICH Secretariat
c/o IFPMA
15 Chemin Louis-Dunant
P.O. Box 195
CH 1211 Geneva 20 Switzerland
Telephone: +41 22 338 32 06 
Fax: +41 22 338 32 30
E-mail: admin@ich.org
http://www.ich.org/index.xl

International Federation of 
Pharmaceutical Manufacturers  
and associations (IFPMa)
15 Chemin Louis-Dunant
P.O. Box 195
CH 1211 Geneva 20 Switzerland
Telephone: +41 22 338 32 00 
Fax: +41 22 338 32 99
E-mail: info@ifpma.org
http://www.ifpma.org

International Network for the rational 
use of Drugs
c/o Management Sciences for Health
4301 N. Fairfax Drive, Suite 400
Arlington, Virginia 22203 USA
Telephone: +1 703 524 6575
Fax: +1 703 524 7898
E-mail: inrud@msh.org
http://www.inrud.org

International Pharmaceutical  
Federation (FIP)
Andries Bickerweg 5
2517 JP The Hague, The Netherlands
Telephone: +31 70 302 1970
Fax: +31 70 302 1999 
E-mail: fip@fip.org
http://www.fip.org

International society of Drug Bulletins
103 Hertford Road
London N2 9BX United Kingdom
http://www.isdbweb.org

Karolinska Institutet
Department of Public Health Sciences 
Division of International Health (IHCAR)
SE-17177 Stockholm, Sweden
Telephone: +46 8 524 800 00
Fax: +46 8 31 11 01 
http://www.phs.ki.se/ihcar

Management sciences for Health
Center for Pharmaceutical Management
4301 N. Fairfax Drive, Suite 400
Arlington, Virginia 22203 USA
Telephone: +1 703 524 6575
Fax: +1 703 524 7898
E-mail: cpm@msh.org
http://www.msh.org

Médecins sans Frontières
Rue de Lausanne 78 
CP 116-1211 Geneva 21 Switzerland
Telephone: +41 22 849 84 00 
Fax: +41 22 849 84 04
http://www.msf.org

Medicus Mundi International Network
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P.O. Box 7608, Nasr City Cairo 11371 Egypt
Telephone: +20 2 2276 5000
Fax: +20 2 2670 2492
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