COMMENT

Making the List: The Role of Essential Medicines Lists

In Reproductive Health

After immunization for common childhood illnesses, ap-
propriate use of essential medicines is one of the most
cost-effective components of modern health care.! Many
interventions for communicable and noncommunicable
diseases and conditions that threaten maternal and child
health rely on the use of these high-quality medicines.”

In 1977, the World Health Organization (WHO) devel-
oped its first model list of essential medicines to provide
governments with a guide for selecting the drugs and med-
ical devices that best address public health needs.? Nation-
al essential medicines lists give priority status to the medi-
cines necessary to treat a country’s most pressing public
health problems. By focusing public sector medicine pro-
curement and treatment on this limited set of essential med-
icines, resources will be maximized. The lists are, in short, a
vital tool for improving and maintaining health. As a result,
for more than three decades, WHO has devoted substantial
effort to an essential medicines program that seeks to im-
prove access to the most needed drugs and devices.

This comment examines the development of essential
medicines lists—both the WHO model list and those com-
piled by individual countries. We discuss the place devices
and medicines for reproductive health occupy on nation-
al lists and the importance of their inclusion in reducing
the burden of disease attributable to reproductive health
problems. We also review the process of establishing es-
sential medicines lists, give examples of their use at the
country level, and provide insight into their potential for
ensuring access to medicines and devices for reproductive
health. Our assessment draws on multiple sources of in-
formation, including WHO guidelines on essential medi-
cines, data collected by individual countries, and work
completed by WHO, the United Nations Population Fund
(UNFPA) and PATH as part of our joint development of a
guide to the essential medicines list selection process at
the country level.

Determining the WHO Model List
The idea behind the lists was, and remains, that the use of
a limited number of proven, essential medicines leads to
better health care, improved supply, lower costs, and broad-
er and more equitable access to products.' Some 30 years
later, national essential medicines lists are in place in most
WHO member states.> They provide support for national
policies regarding the use and availability of medicines and
promote primary health care by providing a rationale for
the selection and use of medicines and their cost.

Every two years, WHO convenes a committee on the se-
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lection and use of essential medicines with experts from
around the world in such fields as medicine, pharmacolo-
gy, medicines policy and medicines regulation, as well as
other health organizations. The expert committee updates
the model list to reflect changes in global health concerns,
pharmaceutical developments and patterns of drug resis-
tance. Applications for inclusions, changes or deletions to
the model list can be prepared by outside institutions, but
must be sponsored or submitted by someone within a
WHO program. These applications are intended to be
evidence-driven and must explain why a specific drug
meets the model list’s criteria for acceptance. The criteria
take into account disease prevalence, evidence of efficacy
and safety, and comparative cost-effectiveness. Applica-
tions include the names of the submitting or supporting
WHO representative and of organizations consulted in
preparing and supporting the application.’

The 18th Expert Committee on the Selection and Use
of Essential Medicines will be held March 21-25, 2011.
The most recent WHO model list (http://www.who.int/
selection_medicines/committees/expert/17/sixteenth_
adult_list_en.pdf) was revised in March 2009 and ident-
fies 340 medicines that address conditions that include
malaria, HIV/AIDS, diabetes and cancer.? Organized by
category of medication (for example, oxytocics is a
category, as is antioxytocics), the model list identifies spe-
cific drugs by generic names, such as misoprostol and
nifedipine.

Medicines and devices for reproductive health are well
represented on the WHO model list. The organization
highlighted the importance of reproductive health medi-
cines by issuing The Interagency List of Essential Medicines
for Reproductive Health (http://www.who.int/medicines/
publications/essentialmedicines/ WHO-PSM-PAR-
2006%201_Rev.pdf) in 2006, the only list devoted to prod-
ucts in a specific field of public health. Much of this com-
ment, however, focuses on the representation of
reproductive health medicines on national essential med-
icines lists.

Compiling a National List

No public sector or health insurance system can afford to
supply or reimburse consumers for the purchase of all
medicines that are available on the market. By narrowing
the market, essential medicines lists guide countries in the
procurement and supply of medicines in the public sector.
Essential medicines lists also provide a framework for
donors, local pharmaceutical manufacturers and insur-
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ance systems that reimburse medicine costs.*

In addition, national essential medicines lists, together
with standard treatment guidelines, serve as the basis for for-
mal education and in-service training for health profession-
als and for education about medication use for the public.*

The WHO model list contains suggestions; each indi-
vidual country develops its own essential medicines list ac-
cording to local public health needs. In most countries, the
ministry of health appoints a committee to identify medi-
cines for inclusion.* The committee typically includes rep-
resentation from the ministry, the procurement depart-
ment, regional and local government health facilities and
community health workers.

Manufacturers, nongovernmental organizations, pro-
fessional associations and advocates, among others, are en-
couraged to submit evidence-based data on a medicine for
consideration.* They may be invited to present their views
in an open session, but they do not participate in the
decision-making process. The essential medicines list com-
mittee also may organize formal and informal consulta-
tions with relevant parties, such as representatives of pro-
fessional organizations, pharmaceutical manufacturers,
consumer organizations and the government’s budget and
finance group.

Essential medicines lists are intended to be aligned with
standard treatment guidelines for common health condi-
tions or problems. These guidelines, which are developed
in-country and based on global evidence of effectiveness,
help standardize treatments throughout a health system
and provide reasons and evidence for specific practices.
The guidelines include a recommended first-choice treat-
ment, which may be one medicine, several medicines or
interventions that do not involve medicines at all. Nation-
al committees often choose medicines for their lists on the
basis of the guidelines’ choice of treatment for a specific
health condition.* Committees also take into account evi-
dence of the medicine’s efficacy and safety in a variety of
settings, as well as the relative cost-effectiveness of the
medicine, especially when choosing medicines within the
same therapeutic category. List committees must also de-
termine that the medicines are available in a form in which
adequate quality can be ensured and that the medicines
will be stable under anticipated conditions of storage.

Amedicine’s inclusion on the essential medicines list at
the country level does not absolutely ensure that it will be
available at all public hospitals and clinics all the time; ac-
cess to medicines, especially in developing countries, is re-
lated to a range of issues. Being on the list, however, does
clearly identify the medicine as critical for meeting public
health needs and can provide leverage for advocacy if the
medicine is not routinely available.

Similarly, a list of essential medicines does not address
the questions of who funds the purchase of products or
makes the ultimate decision on products for procurement.
Essential medicines lists are intended to guide public sector
procurement, however, and a medicine’s inclusion on the
list provides a means of monitoring government spending

and a basis for advocating that allocations are made for med-
icines deemed essential to a country’s public health.

How Countries Use Essential Medicines Lists

As we have noted, adding a medicine or device to an essen-
tial medicines list does not guarantee access, nor is it the
only action necessary to ensure that these health supplies
reach those who need them. The value of essential medi-
cines lists to countries, however, has been demonstrated.

In 2000, for example, the Palestinian Ministry of Health
introduced an essential medicines list in an effort to con-
tain costs and improve the use of medicines.> An analysis
of prescription patterns between 1997 and 2003 found the
essential medicines list effective in improving four pre-
scribing indicators of appropriate use of medicines. The
average number of medicines prescribed per clinic visit de-
creased, as did the percentage of all medicines prescribed
that were antibiotics and injections; the percentage of all
medicines included in the essential medicines list being
prescribed increased by about 5%.

South Africa had no essential medicines policy when the
postapartheid government came to power in 1994. At that
time, the public sector purchased more than 2,600 phar-
maceutical products and there was a strong bias toward
tertiary-level medicines.® In 1995, the Minister of Health
appointed an essential medicines list committee, and the
country’s first attempt at such a list was completed and dis-
tributed to institutions carrying out public sector procure-
ment the following year. Soon after, an impact study by the
South African Drug Action Program assessed the useful-
ness of the list at primary health care centers. The study se-
lected 30 key medicines to measure the availability of es-
sential drugs, and found that health centers had 85% of
these key drugs available. Of medicines prescribed by
health care providers, 70% were on the essential drugs list,
even though there were still medicines not on the essential
medicines list in the system.®

In India, the national government worked with WHO
and the Delhi Society for Promotion of Rational Use of
Drugs to launch the Rational Use of Drugs program in
1994.7 At the time, the medicine supply in Delhi was errat-
ic. Although the government of Delhi was spending about
a third of the health budget on medicines, shortages were
chronic. An essential medicines list committee developed a
list of 250 essential medicines for hospitals and 100 medi-
cines intended specifically for dispensaries. A common pool
for procuring medicines was introduced, and all hospitals
managed by the Delhi government began to use the same
medicines.

The new measures and bulk buying resulted in a de-
crease in the procurement prices of essential medicines.”
Between 1996 and 2000, the government achieved an es-
timated savings of 30% on its annual medicines bill. These
savings were used to procure more medicines, which led
to an improvement of more than 80% in the availability of
medicines at health facilities. From 1997 to 2002, more
than 80% of prescriptions written by doctors were for
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drugs on the essential medicines list, and patients received
70-95% of the medicines prescribed to them.

Left Off the List: Reproductive Health

Too often, national committees compiling essential medi-
cines lists fail to see reproductive health as a national pri-
ority, and drugs and devices for reproductive health are left
off the list. The reasons behind these omissions are not
completely clear, but anecdotal evidence suggests that in
some cases, committees focus more on therapeutic medi-
cines and less on preventive medicines, such as contra-
ceptives. As a result, they do not prioritize these supplies
for the lists.

In 2003, a WHO report examined 55 national medicine
policies and 112 of 192 WHO member countries’ nation-
al essential medicines lists to determine the degree to
which they included reproductive health medicines.® The
study compared the medicines found on these essential
medicines lists to the WHO 2003 draft Interagency List of
Essential Medicines for Reproductive Health. Only two of the
national medicine policies surveyed contained any men-
tion of reproductive health.

Furthermore, the study found that across WHO re-
gions, reproductive health medicines and devices were not
represented comprehensively on national essential medi-
cines lists, even though solid evidence for their effective-
ness existed.® For example, magnesium sulfate, a cost-
effective medicine used to prevent preeclampsia and treat
eclampsia—leading causes of maternal death and illness—
appeared on the essential medicines lists of only 40% of
the countries included in the report. On average, only one-
third of the contraceptives the report’s authors targeted
appeared on any one list, and even condoms—essential to
preventing pregnancy and the transmission of STIs, in-
cluding HIV—appeared on only 35% of the lists examined.

A comparison of the number of medicines included on
the model interagency list used in the review and the av-
erage number of medicines on national essential medi-
cines lists was similarly lopsided—especially in regard to
drugs and devices for HIV/AIDS and family planning.® On
average, the national lists included 75 of the 111 products
related to safe motherhood and maternal health, 12 of the
22 products for STIs and reproductive tract infections,
three of the nine family planning drugs and devices, and
five of the 27 drugs for HIV/AIDS on the interagency list.

DISCUSSION

Reproductive health medicines address a range of health
needs, including family planning, prevention of STIs and
HIV, and safe pregnancy and delivery. Poor reproductive
health accounts for about one-third of the total burden of
disease among women of reproductive age and nearly one-
fifth of the disease burden in the general population.”

To alleviate the disease burden within countries, the pat-
terns uncovered by the WHO study must be reversed. In-
cluding proven reproductive health medicines and devices
on national lists becomes particularly important as fund-
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ing for global health shifts toward sector-wide approaches.
Without strong representation on national essential medi-
cines lists, the visibility and perceived legitimacy of repro-
ductive health medicines and devices will remain low. In
turn, the funding needed to purchase and distribute these
products will be difficult to attract and maintain, especial-
ly as competition for scarce resources increases.

When reproductive health medicines and devices are
available, affordable, of good quality and properly used,
they can significantly reduce maternal mortality and mor-
bidity and the incidence of STIs. Examples abound:

* Modern contraceptives are highly effective and reduce ma-
ternal mortality in three ways.'%!! They decrease the total
number of pregnancies, each of which puts a woman at
risk of death. They prevent unwanted pregnancies that are
more likely to end in unsafe abortion. And they reduce the
number of births that put women—and newborns—at risk
of complications because of the mother’s age or the timing
between births. It has been estimated that meeting the
contraceptive needs of women in developing countries
could avert 52 million unintended pregnancies every year,
saving the lives of 1.5 million women. !

* Postpartum hemorrhage is a major killer of women during
pregnancy or childbirth; in Africa and Asia, it is by far the
leading cause of maternal mortality.!> Oxytocic medicines,
including oxytocin, are effective in preventing this serious
complication, which affects 1-3% of all deliveries.'?

*In women, gonococcal infections can cause long-term
complications, such as infertility and chronic pelvic pain, as
well as ectopic pregnancy. In nearly all cases, gonococcal in-
fections can be cured with a simple, single-dose regimen
of the oral antibiotic cefixime.*

Modern contraceptives, oxytocic drugs and cefixime are
just three of 16 essential medicines and devices listed in a
guidebook developed by PATH, UNFPA and WHO.
Essential Medicines for Reproductive Health: Guiding
Principles for Their Inclusion on National Medicines Lists
(http://www.path.org/publications/details. php?i=1283)
is a practical guide to integrating important medicines and
devices for reproductive health into national essential
medicines lists. The guide was developed to raise aware-
ness among people in the essential medicines community
about the importance of reproductive health medicines
and to introduce people in the reproductive health com-
munity to the potential role of essential medicines pro-
grams to help ensure access to reproductive health medi-
cines. Along with the WHO model essential medicines list
and The Interagency List of Essential Medicines for Reproduc-
tive Health, it provides an overview of the process of and
the rationale for including reproductive health medicines
on national essential medicines lists.

Not every country needs to include every reproductive
drug or device on its national list. But in every country,
program managers, policymakers and advocates should
understand how medicines are chosen for the list. There
are three steps to the process of selection and inclusion in
countries with existing lists:
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1. Contact the essential medicines committee and in-
quire about the revision process.

2. Identify the medicines that should be added to the
list, basing choices on the most widespread reproductive
health needs.

3. Find reproductive health experts who can provide in-
formation to committee members and support adding re-
productive drugs and devices to the list.

Evaluations of the guidebook in Malawi and Zambia in
2008 and 2009 indicate that ministry of health staff are
aware of the potential that essential medicines lists have to
influence and strengthen health care; the evaluations also
show that ministry staff are eager to use the lists to improve
reproductive health in their countries. In Zambia, repro-
ductive health specialists have compiled an essential medi-
cines list specifically for reproductive health. In Malawi, min-
istry of health staff are developing the next version of the
country’s essential health products list, which is slated to in-
clude 10 of the 16 reproductive health medicines and de-
vices covered in the guidebook. In both countries, program
managers use the listand the guidebook to inform their ad-
vocacy work on essential medicines for reproductive health.

Ensuring the inclusion of reproductive medicines on na-
tional essential medicines lists is critical, but not the only
step in improving access. Arecent review of challenges faced
by reproductive health programs in six countries suggested
several reasons for discrepancies between governmental
policies supporting reproductive health and funding allo-
cations for them.™ In some cases, the report’s authors
found, reproductive health—and family planning in partic-
ular—had been overtaken by other needs that attracted more
external funding. In other cases, governments no longer
considered population issues a priority. Finally, the authors
noted, some political leaders had become hostile toward cer-
tain reproductive health supplies. The designation of a re-
productive health medication as essential to the nation’s
public health, however, provides a platform on which to
build advocacy and other strategies to assure access.

CONCLUSION
The actions in Zambia, Malawi and other countries are en-
couraging. But they need to be replicated—widely and
rapidly—in developing countries across the world.
Political commitmentis a first and necessary step toward
ensuring the availability of reproductive health products.
One way to ensure availability is to mandate that reproduc-
tive health medicines are included on essential medicines
lists and that the lists are used to guide public expenditures.
Until then, advocating for the inclusion of a compre-
hensive list of essential reproductive health medicines is
important. Improved supply, lower cost and broader ac-
cess to these medicines holds great promise for improving
the health of men and women around the world.
Providing people with information and access to repro-
ductive health medicines that enable them to time and
space the births of their children, protect themselves against
STIs and make childbirth safer for both mothers and new-

borns needs to be a public health priority. The medicines
and devices that can help people achieve these goals deserve
aplace on all nations’ essential medicines lists.
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