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Abstract

Background Availability of quality-assured medical abortion medicines plays a crucial role in providing compre-
hensive abortion care. However, access to these medicines is still restricted for many abortion seekers. Increasing
availability of affordable, quality-assured mifepristone and misoprostol is important to improve access to safe medical
abortion services. Driven by the outcomes of a global consultation hosted by the World Health Organization and the
Swedish International Development Cooperation Agency in 2018, we decided to holistically examine access to medi-
cal abortion medicines from supply to demand. The overarching principle of the national landscape assessments was
to generate evidence to support policy dialog and policymaking that is contextual to the needs of the country. This
paper aims to describe the framework and methodological approach used in the World Health Organization land-
scape assessments of medical abortion medicines at country-level.

Methods A country assessment protocol was developed to guide the methodology of the World Health Organiza-
tion landscape assessments. The assessment protocol included adaptation of an existing availability framework, an
online desk review and literature review for existing data available for the country of interest, country-level key inform-
ant interviews, and analysis of the data to identify barriers and opportunities to improve medical abortion availability.

Conclusion The availability framework and methodology will allow the identification of key barriers that limit readi-

ness of medical abortion medicines, and the development of opportunities to overcome those barriers. The national

landscape assessments will provide directions for future investments and offer guidance for policy and programming
on medical abortion care.

Keywords Framework, Assessment, Medicines, Availability, Abortion, Mifepristone, Misoprostol, Combi-pack

Plain Language summary

Increasing availability of affordable, safe, and effective medical abortion medicines is necessary to improve access to
safe medical abortion services. Driven by the results of a meeting hosted by the World Health Organization and the
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Swedish International Development Cooperation Agency in 2018, we decided to examine access to medical abortion
medicines from supply to demand in selected countries. The overarching goal of the national landscape assessments
was to generate evidence to support advocacy efforts and policymaking that is appropriate to the needs of the
country. This paper aims to describe the assessment protocol and the steps taken in the World Health Organization
landscape assessments of medical abortion medicines at country-level. The assessment allows for a determination of
the enabling environment surrounding the provision of medical abortion services. This in turn allows for the identifi-
cation of key barriers that limit availability of abortion medicines, and the identification of opportunities to overcome
those barriers. The availability framework includes both supply and demand sides of commodity availability, consider-
ing factors from product introduction to use. This approach can be used for future national assessments for any health

commodity or service. The assessment findings will be informative to policymakers and programme managers in
developing plans to safeguard availability of safe and effective medical abortion medicines.

Background

Medical abortion (MA) with mifepristone and misopros-
tol is an important development that has contributed
to the increased safety of abortion. MA medicines have
successfully been registered in countries with a wide
range of abortion laws and national policies that impact
their availability, uptake and use in abortion care. While
there is a significant pool of manufacturers contributing
to wider availability, information on the quality of these
products and their use in each country is limited and
often not available. The lack of quality-assured, affordable
active pharmaceutical ingredients (API) is also problem-
atic. At present, there is only one mifepristone API and
one misoprostol API prequalified [1].

Increasing the availability of affordable, quality-assured
mifepristone and misoprostol is necessary to improve
access to safe medical abortion services. Access to
quality-assured medicines for medical abortion is still
restricted for many women in need. One key barrier is
affordability, limiting procurement and access to qual-
ity abortion medicines. The price of the medical abor-
tion commodities remains a driving factor for procurers,
which then influence choice, access, and availability.
Most of the lowest priced medical abortion commodities
available in the market are not quality-assured [2].

At a global consultation hosted by World Health
Organization (WHO) and Swedish International Devel-
opment Cooperation Agency (Sida) in January 2018, a
group of experts identified critical gaps and developed an
action plan to increase the global availability of low-cost,
quality-assured, co-packaged mifepristone-misopros-
tol. Representatives from governments, donors, United
Nations (UN) agencies, non-governmental organizations
(NGOs), social marketing organizations, and manufac-
turers of medical abortion commodities agreed on the
importance of the following actions to improve the global
landscape of quality-assured co-packed medical abortion
products.

1. Increase the number of quality-assured co-packed
medical abortion products available for procurement
and supply;

2. Increase awareness on quality of existing co-packed
medical abortion products and support policy frame-
works that allow for procurement of quality-assured
co-packed medical abortion products;

3. Understanding the need for quality-assured co-
packed medical abortion products is critical to iden-
tifying interventions to improve affordability and
availability at regional and national levels.

Globally, more than 100 countries have registered mis-
oprostol and/or mifepristone, with new country mar-
kets being assessed and product registered each year
[3-5]. Sales of misoprostol and combi-packs have stead-
ily increased [2, 6, 7]. Sales data may indicate increasing
availability but lack description on how MA medicines
are made available in both the public and private health
sectors [8]. Country registration of a quality-assured
product that can be used for MA—either misopros-
tol only or mifepristone+ misoprostol separately or in
a combination pack—does not necessarily mean that
women will be able to access the product or MA services
when needed. There are a host of other factors that influ-
ence the availability of MA services and commodities
in countries [9]. These include service-delivery guide-
lines and other policies that influence where and when
services can be provided and by whom, what products
should be available, how products are registered, pro-
cured, and distributed, and how procurement is financed,
provider knowledge about MA and the circumstances
under which it can be offered, abortion stigma, and end-
user knowledge of country abortion laws and services
[10-12].

The agreed action points and documented lessons
learned informed the development of a project to con-
duct national landscape assessments and develop coun-
try-specific recommendations to increase availability of
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affordable, quality-assured co-packaged mifepristone-
misoprostol products in individual countries. Conse-
quently, we developed a comprehensive assessment
protocol including these factors. This paper aims to
describe our methodological approach to assess the avail-
ability of MA medicines in countries by using an analyti-
cal and conceptual framework.

Methods

The overarching principle of the landscape assessments
was to generate evidence to support policy dialog and
policymaking that is contextual to the needs of the coun-
try. The objectives of the national landscape assessments
were to:

1. Conduct market assessments (a detailed and objec-
tive evaluation), including the regulatory landscape
for introducing and/or scaling-up availability of co-
packed MA products in selected countries;

2. Document specific needs, challenges and opportu-
nities for expanding access to and availability of MA
care in selected countries;

3. Develop feasible short-, medium-, and long-term
plans for increasing access to and availability of co-
packaged mifepristone—misoprostol which can
include innovative approaches to increase availability
and access to affordable, quality-assured co-packaged
MA products and documentation of partners’ ini-
tial plans for introduction of a new, more affordable,
quality assured MA commodity.

The development of the country selection criteria was
based on discussions with WHO Regional technical staff.
Factors such as opportunity to increase access to MA
medicines, experience of conducting relevant work in the
country and country need/request were considered dur-
ing the selection process. In 2019, the first eight countries
that were invited to participate in the Landscape Assess-
ments were: Bangladesh, Liberia, Malawi, Nepal, Nigeria,
Rwanda, Sierra Leone, and South Africa.

Assessment protocol development

In order to set out the scenario, data and methods to be
applied we developed a protocol to guide the country
assessments on the availability of MA products (Fig. 1).

Adaptation of the availability framework

Our methodology included an availability framework
that consists of five areas or “pillars”; (1) registration
and quality of assurance, (2) policy and financing, (3)
procurement and distribution, (4) provider knowledge,
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and (5) end-user knowledge. The availability framework
cover all aspects of availability and use of a commodity,
from supply by the manufacturer to demand and use of
the product or service by the end user. It was informed
by two well-known analytical and conceptual frameworks
for access to health commodities [13, 14] and was previ-
ously applied to assess misoprostol availability for post-
partum haemorrhage in Tanzania and the availability of
preeclampsia and eclampsia medicines and services in
Ethiopia, Kenya and Nepal [15, 16]. A technical advisory
group comprised of experts in pharmaceutical product
development and regulatory affairs; public health pro-
gram planning, monitoring and evaluation; and medi-
cine, applied its collective experience and adapted the
availability framework with the aim to conduct national
assessments of the availability of medical abortion com-
modities in eight countries. We defined “availability”
to mean that a woman can request and receive a high-
quality and affordable MA product or service when and
where she needs it. Figure 2 shows its application to MA
medicines. The adaptation included revising the key indi-
cators to align to MA medicines (Table 1).

The technical advisory group used a Logical Frame-
work Matrix based upon several validated tools used to
assess health commodity supply to adapt the availability
framework to medical abortion and categorize key indi-
cators [17, 18]. The expanded availability framework
matrix applied to medical abortion includes a definition
for each pillar, a rationale for inclusion, a list of key indi-
cators, a means of verification, and assumptions where
appropriate (Table 1). The development of indicators was
informed by past programmatic efforts to introduce and
scale-up misoprostol for obstetric indications and the
medical and regulatory knowledge of the technical advi-
sors. This adapted framework guided data collection and
formed the basis of country-level dashboards, for each of
the countries to be assessed.

For the Registration and Quality Assurance pillar, the
primary indicator was the number of registered mis-
oprostol, mifepristone, and/or combi-pack products
approved by the National Regulatory Authority (NRA)
in a given country. This included the names of market
authorization holder (distributors/importer), the medi-
cal indication for which the products may be used and its
quality-assurance status.

Within Policy and Financing, indicators included the
country’s abortion law and its level of restriction, catego-
rized as High (prohibited outright or only permitted to
save the life of the pregnant woman), Medium (to pre-
serve health and/or economic grounds) and Low (avail-
able by request) restriction countries, consistent with
other recognized characterizations [19]. Indicators also
included whether the combi-pack, mifepristone and/
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eConvene technical advisory group
eApply Availability Framework to MA medicines and services
eDefine indicators, conditions, sources, and assumptions

eSystemic search of literature and secondary data review
ePartner mapping

e|nitial desk review report draft

*Pre-assessment meeting

*Rapid in-country national assessment phase

eDevelop tools (semi-structured interview guide and survey questions)
eConduct in-depth key informant interviews (KII)

ePrimary record review

eInput findings into country dashboard
ePost-assessment technical advisory group meeting
eConduct follow up interviews, as needed
eAgreement on barriers and opportunities

*Validation of findings by the technical advisory group
*WHO country office review
*MOH validation, as needed

Fig. 1 National assessment protocol
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Fig. 2 The availability framework applied to MA
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or misoprostol are (1) on National Essential Medicines
List (NEML) and/or National Formulary; (2) on national
procurement list; and (3) included in national standard
treatment guidelines. The assumption was that inclu-
sion in any one of these lists would drive procurement
and product availability in the public healthcare system
[20]. Additionally, we determined how these products are
purchased, if at all, and any restrictions on their procure-
ment or financing.

Within the Procurement and Distribution pillar, key
indicators included public sector tenders for misoprostol,
mifepristone, or combi-pack, their volumes and whole-
sale costs; public sector stock-out data; and private sec-
tor distribution points and retail costs. These indicators
helped describe the coverage of product in a given coun-
try in both the public and private sectors.

The final two pillars are Provider Knowledge and End-
user Knowledge. Key indicators of Provider Knowledge
were the existence of national safe abortion guidelines,
government-approved pre-service curricula and/or in-
service training curricula, and published research on pro-
vider’s knowledge, attitudes and practices (KAP) related
to abortion care in that country. The assumption was that
national abortion policies would guide practice and ena-
ble correct use by clearly defining when, where, how and
by whom abortion services, including medical methods,
could be provided in the country. Key indicators of end-
user knowledge were limited to country-level studies on
women of reproductive age and their awareness of MA
and safe abortion policies and laws. The assumption was
that end-users’ knowledge of their right to abortion influ-
ences their ability to access and use abortion services,
including MA. (Table 1.)

Country-specific desk review

We conducted a systematic desk review for each coun-
try that included a targeted online search of indicators
and information included in each of the framework pil-
lars (Table 1). Primary sources of information included
the country’s penal code and constitution as it related to
termination of pregnancy; NEML, national formulary,
and standard treatment guidelines. Secondary sources
were reviewed to populate the framework and included
government reports, national health survey census
data, the WHO Global Abortion Policies Database, and
peer-reviewed research and published program reports.
Search terms on PubMed and Google Scholar databases
included the country name and the key indicators being
assessed (e.g. NEML, maternal health strategy, mifepris-
tone, misoprostol, provider’s KAP in provision of abor-
tion services) as well as general topics such as pharmacy
access; MA; comprehensive abortion care (CAC); sup-
ply chain; regulatory affairs; and abortion-seekers. To
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identify possible MA products in-country we searched
the NRA’s website of registered products by active prod-
uct ingredient, if available. We crossed that information
with several online databases to create a list of products
to verify with the NRA [21, 22]. We searched NRAs’
websites for inclusion of processes related to good man-
ufacturing process, safety, pharmacovigilance, quality
assurance and dossier requirements.

Initial desk review reports were drafted and presented
to the technical advisory group at a pre-assessment
meeting. The presentation included a country overview,
indicator results by pillar, and gaps in the literature and
initial online scoping exercise. The group identified areas
for additional inquiry and clarification, potential key
informants to address gaps, and developed questions for
key informant interviews (KIIs).

Concurrent with the desk review was a partner map-
ping exercise to identify NGOs, donors and government
programs that focused on access to safe abortion, health
systems strengthening, commodities and MA specifically.
A database of NGO partners and potential key inform-
ants was collected and mapped to the specific areas of the
framework they were likely to best address (e.g. Head of
National Regulatory Authority for Registration & Qual-
ity Assurance; Ministry Director of Reproductive Health
to Policy & Financing and Provider Training; President of
National Obstetrician/Gynaecology Society to Provider
Knowledge).

Country-level key informant interviews

We developed semi-structured interview guides and
survey questions to use during the national assessment.
These tools were kept flexible to permit for customiza-
tion for improved reflection on country context while
retaining several core questions for cross-country com-
parisons. The tools were designed to address missing
indicators; clarify and corroborate desk review findings;
gain expert knowledge of the local situation, barriers and
opportunities; and elicit new areas of inquiry.

Initial meetings were held with Ministry of Health
and WHO Country Office staff to validate the initial
interview list and plan for the KIIs. Ethics approval was
generally not applicable as these country assessments
were led by the ministries of health as programme
assessments and not conducted as research activi-
ties. In countries where required, ethics approval was
obtained. The information collected during the desk
review is publicly available data and the key informants
all participated within their official capacity and were
selected by the ministries of health.

Snowball sampling among in-country partners and
initial interviewees refined and expanded the inter-
view list. Verbal informed consent to participate in
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the assessment was obtained from all participants. We
conducted interviews either in-person or virtually and
when unavoidable, emailed a survey for the informant
to complete. The number of KII varied per country, but
we conducted a minimum of 20 KIIs in each country
with representatives from government, United Nations
(UN) agencies, healthcare providers, professional med-
ical and midwifery/nursing societies, international and
local NGOs, and local wholesalers and pharmacies. We
tailored interview guides to the interviewees’ area of
expertise and focused questions related to framework
key indicators, verifying information gathered in the
desk review, gaining their expert knowledge of per-
ceived barriers to availability, and elicit country-spe-
cific insights on abortion care. We conducted a record
review of key documents in-country (e.g. NEMLs,
training curricula, and standard treatment guide-
lines) that could not be found during the desk review,
or included more recent versions than those available
online. Wherever possible, document review of the
regulatory certificate was obtained from the NRA or
market authorization holder. The manufacturer’s name
was then cross-referenced with the WHO Prequalified
Lists.

Data management and descriptive analysis

We organized national data in a country-specific dash-
board of findings that focused on the primary indica-
tors for each pillar. To maintain the confidentiality of
interviewees, the database was password protected.
The technical advisory group debriefed for a post-
assessment meeting to determine strengths (where key
indicators were met) and gaps (where indicators were
missing or incomplete) for each country. We followed
up with key informants to address gaps or points of
clarification. We elicited themes from KlIs and organ-
ized and described them by framework pillar to define
country-specific barriers to the availability of MA
medicines and services and identified opportunities
to improve availability. Data from KlIs and the desk
review, as well as policies and other critical documents
such as clinical guidelines and other documents were
triangulated, verified, assessed for consistency and dis-
cussed amongst the technical advisory group. Remain-
ing clarifications were identified and key stakeholders
in the country were identified to resolve inconsistencies
and gaps in information.

Validation

With inputs from the technical advisory group, an initial
report was developed to address the national landscape
assessment objectives. Data from KIIs and the entire desk
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review was triangulated, assessed for consistency and
discussed in a round table. Remaining clarifications were
identified and key stakeholders in the country were iden-
tified to resolve inconsistencies and gaps in information.
The draft report was circulated to the relevant WHO
offices and Ministries of Health for validation.

Discussion

This paper presents a methodological approach used in
the World Health Organization landscape assessment
of medical abortion medicines at country-level. To our
knowledge a number of frameworks exist to assess avail-
ability of health commodities [13, 14, 23], but none have
been applied to misoprostol, mifepristone, or the combi-
pack. A number of studies document factors that affect
access to abortion services, including restrictive abortion
laws, stigma, poor quality or lack of medicines, lack of
accurate information among providers and women, pro-
vider reluctance or conscientious objection, stigma, pre-
scription requirements, and pricing [9, 24-26]. However,
existing data captures information about each of these
factors alone, but not across one country-context making
it difficult for use by governments and program planners
in-country.

Strengths and limitations

A strength of this methodological approach to assess the
availability of MA medicines in countries is that it prior-
itizes key indicators from product introduction to its use
to assess availability at the country-level in a relatively
short period of time (weeks to months, instead of months
to years). Moreover, this holistic approach gathers and
collates information across the framework pillars and is
useful to governments and program partners who may
only be active in one component area of availability. For
instance, procurement officers and central medical stores
may be unaware of new training sessions or community
sensitization efforts conducted or planned in one area
of the country, and mis-quantify the need or allocation
of product to facilities in these catchment areas, leading
to stock outs. Importantly, the availability framework
couples the commodity supply-side components with
provider and end-user knowledge. These latter two com-
ponents ensure acceptance, demand for and adoption of
a health commodity at the facility and community-levels.
They are often omitted in discussions of market availabil-
ity studies which heavily focus on commodities and the
regulatory environment. Understanding demand for ser-
vices is important to anticipate the potential market size
and whether enough demand exists for multiple suppliers
in a given market. Stand-alone KAP surveys of physicians
and non-physician cadres and some country-level survey
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data begin to address service delivery factors that influ-
ence providers’ willingness to provide abortion care, but
then rarely connect those findings to that of the supply
and upstream availability dynamics [24, 26—28].

There are several limitations of our national assess-
ment protocol. To be more representative, an assessment
could include provider and retail surveys, however that is
time-consuming and costly. We rely instead on the exist-
ing literature and KII. Depending upon the commodity
of interest, there may be a paucity of literature on pro-
vider and end-user KAP related to its use. We use proxy
measures in our methodology (Table 1). We assume that
the existence of national service delivery guidelines and
training curricula would guide practice and enable cor-
rect use and that such policies had been shared and read
by providers, which may not always be the case in prac-
tice. KII with deans of teaching hospitals and/or heads of
professional medical societies and clinicians attempted
to answer some questions related to provider aware-
ness and training (e.g. existence of curricula or specific
in-service trainings conducted, dissemination of proto-
cols). We acknowledge that assumptions about end-user
knowledge of their legal right to abortion and ability to
access services is simplistic; end-user access to services
also relies upon other important potential barriers such
as knowledge of where to access services and medicines,
distance to points of consumption, transportation, and
costs, which was beyond the scope of this assessment and
may or may not be documented elsewhere. Additional
research may be needed to further refine and evaluate the
framework methodology in this regard.

Conclusion

This assessment approach may be considered a protocol
that can be applied for future national assessments for
any health commodity or service. The availability frame-
work includes both supply and demand sides of com-
modity availability, taking into account the interplay of
factors from product introduction to use. The national
landscape assessments would serve as a resource for
countries to develop actionable strategies to ensure avail-
ability of quality-assured medical abortion medicines.
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