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Abstract

Background

Postpartum haemorrhage (PPH) is a leading cause of maternal mortality in Nigeria, where the maternal
mortality ratio is approximately 993 deaths per 100,000 live births and, in 17 of 36 states, more than half
of births occur outside a facility. Advance distribution of misoprostol for use after home birth is
recommended by WHO and authorised by Nigeria’s National guidelines for the use of misoprostol for the
prevention of postpartum haemorrhage (2023) yet is not implemented at scale in any state.

Methods

We examined the structural and behavioural factors shaping this policy-implementation gap at national
level (in the Federal Capital Territory) and in three purposively selected states (Sokoto, Niger, and Akwa
Ibom) Forty-eight key informant interviews and four stakeholder roundtables conducted between 25
August and 10 September 2025.were analysed thematically using a codebook guided by the Context and
Implementation of Complex Interventions framework and the Capability—Opportunity—Motivation—
Behaviour model, interpreted through a political economy analysis lens. Reporting follows the Standards
for Reporting Qualitative Research.

Results

No participant contested misoprostol’s effectiveness; the gap reflected interacting structural and
behavioural factors. Structural barriers included regulatory ambiguity, weak federal-to-state translation,
fragmented supply, donor dependence, and absent community-level pharmacovigilance. Behavioural
readiness differed by state: Sokoto strongest from prior pilot exposure, Niger with latent capacity but no
operational pathway, and Akwa Ibom with misoprostol stock at health facilities but low awareness of
strategies to extend uterotonic coverage to community births. Stakeholders identified six interrelated
pathways to close the policy-implementation gap and promote uptake of advance distribution of
misoprostol spanning policy alignment, model adaptation, health-system support, demand creation,
financing, and operational learning.

Conclusion

The gap is operational, regulatory, and behavioural. Closing it requires federal regulatory clarification,
state-led adaptation of the national guideline through inclusive coordination platforms, and integration of
advance distribution of misoprostol into routine financing, supply, workforce, and monitoring systems.
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Background

Maternal mortality remains a major global health challenge and is particularly acute in Africa, where most
of the world’s maternal deaths occur (1). Postpartum haemorrhage (PPH) is one of the leading direct
causes of maternal death globally and in Nigeria, and the risk of severe outcomes is heightened where
women deliver outside health facilities, and without skilled health personnel present (2, 3). Nigeria has
one of the highest maternal mortality burdens globally, with an estimated 74,559 maternal deaths in 2023,
equivalent to a maternal mortality ratio of 993 deaths per 100,000 live births (1). National figures mask
deep subnational inequities: in 17 of Nigeria’s 36 states, more than 50% of births occur outside health
facilities, with markedly higher home birth rates in northern regions where geographic, socio-economic,

and socio-cultural barriers constrain access to skilled care (4).

These realities have prompted attention to strategies that extend essential maternal health interventions
beyond facilities. Advance distribution of misoprostol provides the medicine to women during antenatal
care (ANC) or through community-based platforms before delivery, so that a uterotonic is available for
use immediately after childbirth for PPH prevention if a birth occurs outside a facility. This approach
ensures that every pregnant woman, regardless of where she gives birth, has access to a quality uterotonic
(5). In 2012, the World Health Organization (WHO) recommended that community health workers or lay
health workers administer misoprostol in settings where skilled birth attendants are not present (6), and in
2020 recommended that, in settings where a large proportion of women still give birth outside of health
facilities, misoprostol can be distributed for women to self-administer immediately after birth, if
accompanied by appropriate monitoring and evaluation (7). This recommendation is supported by a
robust evidence review concluding that advance distribution of misoprostol can increase health equity and
improve birth outcomes in remote and underserved areas and confirming past studies have shown very
few reports of incorrect use or adverse events (8). The 2025 WHO-FIGO-ICM Consolidated guidelines

for the prevention, diagnosis and treatment of postpartum haemorrhage reaffirm recommendations on



advance distribution of misoprostol as a complementary strategy alongside facility-based interventions to

prevent maternal morbidity and mortality (9, 10).

Nigeria has a history of advance distribution of misoprostol pilots and a progressively expanding policy
framework. Between approximately 2009 and 2015, donor-supported pilots in Sokoto and Kaduna
demonstrated feasibility, high correct use of misoprostol for PPH prevention, and low adverse-event rates
but did not lead to sustained scale-up (11-14). Misoprostol was added to the National Essential Medicines
List in 2010 (15), and the National guidelines for the use of misoprostol for the prevention of postpartum
haemorrhage at the community level were issued in 2011 and revised in 2020 and 2023 (16-18). The 2023
revision is operationally significant: it explicitly authorises three community-level distribution models: (i)
ANC-based distribution to pregnant women for self-administration; (ii) distribution by the community
health workforce, including Junior Community Health Extension Workers (JCHEWs), Community
Health Influencers, Promoters and Services (CHIPS) agents, and faith-based, civil-society, and traditional
birth attendants (TBAs); and (iii) distribution through private-sector channels, including Patent and
Proprietary Medicine Vendors (PPMVs) and community pharmacies (18). This guidance is reinforced by
the Task Shifting and Task Sharing Policy for essential health care services in Nigeria (19), the CHIPS
Programme Guidelines and CHIPS Facilitators Manual (20, 21), the National guidelines on self-care for
sexual, reproductive, maternal, newborn, child and adolescent health (22), and the Reproductive,
Maternal, Newborn, Child, Adolescent and Elderly Health plus Nutrition (RMNCAEH+N) Strategy
2022-2026 (23). Despite this enabling environment, no state implements advance distribution of
misoprostol at scale; misoprostol largely remains a facility-based commodity used for PPH management

rather than community-based prevention.

Where technical evidence is favourable but a policy is not operationalised, resistance typically lies in the
complex interaction of individual interests, incentives, relationships, and regulatory and professional
arrangements of the actors involved (24-26). Political economy analysis (PEA) is well suited to

understanding such problems, foregrounding how power, mandates, professional norms, and institutions



shape whether policies are translated into practice (27). This study is a descriptive, exploratory PEA of
the structural and behavioural factors that have constrained the operationalisation and scale-up of advance

distribution of misoprostol for PPH prevention in Nigeria, despite a favourable policy environment.

Methods

Reporting follows the Standards for Reporting Qualitative Research (SRQR) (28).

Study design

This qualitative study used an applied PEA approach to examine the barriers and enablers influencing the
operationalisation and scale-up of advance distribution of misoprostol for PPH prevention in Nigeria.
Data collection methods included roundtable discussions with policy decision-makers at national and sub-
national levels, and key informant interviews with programme implementers enabled exploration of
stakeholder perspectives, institutional dynamics, and the contextual factors shaping policy
implementation within a complex, decentralised health system. Two complementary frameworks guided
analysis that was interpreted through an overarching PEA lens: the Context and Implementation of
Complex Interventions (CICI) framework, which organises the structural and contextual conditions
surrounding implementation (29), and the Capability—Opportunity—Motivation—Behaviour (COM-B)
model, which organises the behavioural drivers of stakeholder action (30). The PEA lens connects these
frameworks by asking how interests, incentives, relationships, and power shape the way actors and

systems act on advance distribution of misoprostol guidelines.

Study setting

Data collection took place in the Federal Capital Territory (Abuja) and three purposively selected states
representing contrasting maternal health and advance distribution of misoprostol implementation
contexts, covering a range of epidemiological, geographic, and health-system conditions (Zable 1). Sokoto

(in the North-West geopolitical zone) has the lowest facility delivery rate of the three states, a community



health workforce in place, and prior experience piloting advance distribution of misoprostol. Niger (in the
North-Central geopolitical zone) has low facility delivery rates and a community health workforce in
place, but no operational pathway for advance distribution of misoprostol. Akwa Ibom (in the South-
South geopolitical zone) has the highest facility delivery rate of the three states, a community health
workforce in place, and recent procurement of misoprostol for facility use, but no current community-

level distribution.

Table 1. Study settings: maternal health profile, comparative epidemiological, geographic, and contextual
conditions, and history of advance distribution of misoprostol implementation

Participant sample

Participants were purposively sampled to capture the actors most relevant to advance distribution of
misoprostol policy and implementation. Two stakeholder groups were defined: policy decision-makers,
including federal and state government representatives, regulatory agencies, professional association
leadership, and the Reproductive, Maternal, Newborn, Child and Adolescent Health (RMNCAH)
technical working group; and programme implementers, including facility-based healthcare providers,
community health workers, and implementing-partner staff. In total, 48 key informant interviews (KIIs)
spanning both stakeholder groups and four stakeholder roundtables with policy decision-makers were

conducted, comprising 94 participants (Table 2).

Table 2. Participants by stakeholder type and data collection method

Data collection and management

Data were collected between 25 August and 10 September 2025. KlIs explored individual perspectives
across both stakeholder groups, while roundtables elicited collective and institutional perspectives from
policy decision-makers and professional association leadership at national and state levels, including

views on the current maternal health policy and programming landscape. Topic guides, informed from the



integrated PEA framework and study objectives, covering the structural, behavioural, and pathways of
change domains, were reviewed and pretested (Supplementary File 1). Three guides were used: a
national roundtable discussion guide, a state-level roundtable discussion guide, and a key informant
interview guide. Each roundtable opened with a level-setting presentation on postpartum haemorrhage,
maternal mortality, and the evidence on advance distribution of misoprostol, followed by a facilitated
discussion in which participants listed barriers and then ranked the largest and smallest through a
participatory tagging exercise. All three guides included a common vignette describing a woman planning
a home birth who obtains misoprostol in advance, used to elicit views on feasibility, self-administration,
private-sector and community-cadre roles, and oversight requirements. Interviews and roundtables were
conducted in English, audio-recorded with consent, and accompanied by field notes. Data collectors had
prior qualitative research experience, held at least a bachelor's degree, and participated in a three-day
training on the study purpose, design, methods, and research ethics. The training included role-playing,

vignettes, and pretesting of tools to ensure consistency and contextual alignment.

All audio recordings were transcribed verbatim by trained transcribers and reviewed for accuracy against
the original audio and field notes by the in-country study lead. Transcripts were de-identified during
transcription, with personal and institutional identifiers removed or replaced with stakeholder labels (e.g.,
“Akwa Ibom KII, maternal health stakeholder”), assigned unique alphanumeric codes, and imported into
Dedoose Version 10.0.35 for coding. Data integrity was verified through recording-to-transcript checks

on a sample of files.

Data analysis

Analysis followed a thematic approach combining deductive and inductive coding (31). An initial
codebook was developed deductively from the integrated PEA framework and the topic guides, with
parent codes corresponding to the structural CICI domains and the behavioural COM-B domains. This

was refined inductively as transcripts were reviewed; adding sub-codes for emergent themes such as



misoprostol’s abortion-related stigma, donor dependence and state ownership, performance-indicator
pressure, professional role boundaries, PPMV regulatory ambiguity, and inclusive policy formulation. All

transcripts were coded by a trained analyst using the finalised codebook.

PEA interpretation was operationalised through analytic memos. For each thematic cluster, the analyst
wrote a memo summarising coded data by describing how and by whom a theme was raised, and
similarities and differences across stakeholder types, levels, and states; these memos were discussed in
regular study-team meetings to test interpretations, surface alternative readings, and reach consensus
where interpretations diverged. Summary memos were used to synthesise coded data in three steps: first,
structural and behavioural domains were summarised separately for each setting; second, their
intersections were examined (for example, how regulatory ambiguity interacted with provider hesitation
about role boundaries); third, the PEA lens was applied across this matrix to surface the interests,
relationships, and power dynamics shaping decision-making and inaction. The pathways to change
reported are stakeholder-identified recommendations and enablers, also embedded through the same PEA
lens. A stakeholder mapping summarising actor roles, influence, positions, and interests relative to

advance distribution of misoprostol guideline operationalisation was developed to synthesise findings.

Techniques to enhance trustworthiness

Trustworthiness was strengthened through triangulation by design across methods (KIIs and roundtables),
stakeholder types (policy decision-makers, and implementers), and levels and settings (national/state and
Sokoto, Niger, Akwa Ibom). The iterative team review of memos served as investigator triangulation,
with the analyst presenting coded segments and emerging themes to the team for contextual clarity and
rigor. An audit trail was maintained through coded reports, and analytic memos. Disconfirming evidence
(e.g. provider caution about advance distribution of misoprostol even where pilots had shown safety, and

Akwa Ibom’s withdrawal of community-level stock) were deliberately retained and analysed. Member-



checking with selected national stakeholders during dissemination engagements verified that thematic

interpretations resonated with their experience.

Researcher characteristics and reflexivity

The study team comprised maternal health researchers and implementation specialists with cultural
sensitivity and experience working in Nigeria’s reproductive health system with in-country collaborators.
Data collectors were experienced qualitative interviewers familiar with the policy context. The team’s
combined clinical, implementation, and policy backgrounds informed both data collection and
interpretation; reflexive discussion within the multidisciplinary team was used throughout analysis to
surface and challenge assumptions, including assumptions about advance distribution of misoprostol.
Team members were affiliated with academic and implementing institutions and some had prior and
ongoing engagement with maternal health programmes and policymakers in Nigeria. These positions may
have facilitated access to participants and influenced interpretation; to mitigate this, interviewers used a

standard interview guide and the team regularly reflected on potential biases during data analysis.

Ethical considerations

Participation was voluntary, and written informed consent was obtained from all participants before data
collection. Participants were free to decline any question or withdraw at any time. This study was
conducted in accordance with the Declaration of Helsinki and Ethical approval was obtained from the
National Health Research Ethics Committee of Nigeria (Approval Number: NHREC/01/01/2007-
21/07/2025), and the Johns Hopkins University Institutional Review Board (JHU IRB No: 32982).
Transcripts were de-identified, and identifiable data were stored separately and securely on password-

protected drives with access limited to authorised study-team members.

Results



Three convergent findings held across all sites. First, no participant in any state contested the clinical
effectiveness or relevance of misoprostol for PPH prevention; the advance distribution of misoprostol
policy-implementation gap was understood as an operational, regulatory, and behavioural problem, not a
question of whether it would improve maternal health outcomes. Second, despite the 2023 guideline
authorising three distribution models, none of the study states had a structured advance distribution of
misoprostol programme running at scale at the time of data collection; misoprostol use was generally
limited to health facilities and oriented to PPH management rather than prevention. Third, awareness of
the National guidelines for the use of misoprostol for the prevention of postpartum haemorrhage was
uneven, most pronounced among national policy decision-makers and Sokoto stakeholders, modest in

Niger, and limited in Akwa Ibom.

Factors shaping the policy-implementation gap and perceived pathways to operationalisation of the 2023
guidelines varied across stakeholder type and state. These factors are organised around three thematic
areas: structural context (CICI domains), agency and behaviour (COM-B domains), and stakeholder-
identified pathways, interpreted throughout through a PEA lens (Figure 1). For each sub-theme,
illustrative quotations appear inline; additional quotations, organised by sub-theme and labelled by

stakeholder type and setting, are provided in Supplementary File 2.

Figure 1. A political economy analysis framework to understand the advance distribution of misoprostol
policy-implementation gap through structural context, agency and behaviour, and stakeholder-identified
pathways to change in Abuja, Sokoto, Niger, and Akwa Ibom States, Nigeria.

Structural context shaping advance distribution of misoprostol policy uptake and
operationalisation (CICI domains)

Five interconnected structural domains shaped advance distribution of misoprostol guideline
operationalisation (or lack thereof): geographic and epidemiological variability; socio-economic and
socio-cultural dynamics; ethical context; legal and regulatory framing; and political and institutional

dynamics.



Geographic and epidemiological variability in maternal health service access

Participants across all three states described uneven access to a uterotonic at birth, driven by geography,
facility functionality, and workforce availability. Both policy decision-makers and implementers in
Sokoto and Niger described limited access to health facilities for childbirth, with long distances, dispersed
populations, insecurity in some local government areas, and gaps in primary health care staffing,
equipment, and medicines making home births common. In Akwa Ibom, facility delivery rates were
higher, though riverine and hard-to-reach communities remained underserved. National policy decision-
makers framed advance distribution of misoprostol as a pragmatic interim measure for women whose

facility access cannot be expanded quickly.

“Some facilities are open, but there is no midwife, no light, and no medicine, so women deliver
at home.” — Niger, implementer, KII

This framing was echoed at state level, but with contextual nuances: state policy decision-makers and
implementers in Sokoto and Niger concurred with national stakeholders, whereas in Akwa Ibom, where
facility deliveries are more common, respondents favoured facility-anchored advance distribution of
misoprostol approaches (i.e. distribution to pregnant women during late third-trimester antenatal care
visits) and saw community-based advance distribution channels (i.e. distribution through community
health workers and/or private pharmacies and medicine vendors) as relevant mainly for defined hard-to-
reach pockets. Where favourable views of advance distribution of misoprostol were strongest (Sokoto,
Niger), regulatory and supply gaps were identified as the most prominent barriers to implementation;
where stakeholders were more hesitant about advance distribution of misoprostol (Akwa Ibom), facility
rates were higher and advance distribution of misoprostol was seen as contradicting, rather than

complementing, efforts to promote facility births.



Socio-economic and socio-cultural dynamics shaping acceptability

The same poverty and limited-education factors that keep women from attending ANC also challenged
operationalisation of advance distribution of misoprostol guidelines: where ANC coverage is low, ANC-
based distribution alone will not reach the women most at risk of home delivery, making complementary
community-based channels necessary. Both policy decision-makers and implementers described
autonomy-constrained household decision-making, in which husbands, mothers-in-law, and senior family
members influence whether a woman attends ANC, keeps the medicine at home, and takes it at the
correct moment. Cultural and religious norms, and the influence of traditional rulers and religious leaders,
could either legitimise or obstruct advance distribution of misoprostol.

“A woman won't take any drug unless her husband or mother-in-law agrees. This second
delay is a problem.” — Akwa Ibom, implementer, KII

“We respect our traditional and religious leaders; when they advise us on what to do, we follow it.”
— Sokoto, policy decision-maker, KII

Across all three states, misoprostol’s association with abortion was identified as a particularly persistent
demand- and supply-side barrier to advance distribution of misoprostol implementation: it discourages
women and gatekeepers from accepting the medicine and discourages health workers from counselling

confidently, fuelling community misinformation and weakening trust in non-facility channels.

Ethical context: equity against safety, professional control, and accountability

Several policy decision-makers and professional-association members articulated an equity argument for
advance distribution of misoprostol: where many births occur outside facilities, withholding a low-cost,
heat-stable uterotonic that could prevent death is itself an ethical concern. These arguments were
balanced, and sometimes outweighed, by state-level implementer and professional-body concerns about
clinical safety, professional responsibility, and unsupervised self-administration in low-literacy settings,
including fears of misuse, diversion, and incorrect timing or dosing. National policy decision-makers

noted that these concerns coexist with a different reality: misoprostol is already widely available in



private outlets, so the task is to regulate and counsel for safe use rather than restrict access in ways that
shift use to unregulated channels.

“The drug is already in the open. A woman can easily buy it. So let us work around what we
can do to regulate, rather than restrict it.” — Abuja, policy decision-maker, Roundtable

Ethical caution was the strongest barrier to advance distribution of misoprostol policy endorsement where
there was no prior structured implementation experience (Akwa Ibom) and where professional
gatekeeping was most pronounced; where advance distribution of misoprostol had been previously

implemented (Sokoto), the same risks were framed as operationally manageable.

Legal and regulatory framing: guideline and licensing disconnect

The legal and regulatory environment was the structural domain most explicitly linked to the policy-
implementation gap. National policy decision-makers described the 2023 guideline as approved and
specific about which distribution models are permitted, but inconsistently translated into circulars,
directives, or regulatory authorisations. A specific disconnect was raised by participants at both national
and state level: although the guideline authorises private-sector distribution including by PPM Vs, the
Pharmacy Council of Nigeria has not updated its licensing rules to permit PPMVs to stock or dispense
misoprostol, leaving states uncertain which cadres or outlets may legally handle the drug.

“There is a national guideline for community distribution. It was approved, but implementation
success is very low.” — Abuja, policy decision-maker, Roundtable

State policy decision-makers and implementers experienced this as an absence of operational direction.
Without a clear circular or directive, central pharmacy officials were reluctant to procure misoprostol or
support implementation of advance distribution guidelines. Stakeholders in Sokoto referred to the
previous pilots with familiarity despite reporting no current directives, while those in Niger described
advance distribution as unauthorised for home use even though PPMVs stocked the drug. In Akwa Ibom,
participants frequently expressed uncertainty about whether a community distribution policy existed at
all. This ambiguity across agencies and between federal and state levels emerged as the most consistently
cited structural barrier to guideline operationalisation, reflecting unresolved institutional and professional

questions regarding who may dispense uterotonics outside health facilities.



Political and institutional dynamics

Political leadership and institutional arrangements were decisive across all states. State policy decision-
makers and implementers described programme continuity as contingent on the interest of state
Commissioners of Health and State Ministry of Health leadership: when interest aligned with maternal-
health priorities, coordination worked; when leadership changed, momentum dissipated.

“When the Commissioner was interested, everyone came for meetings... but when he leaves,
the programme dies.” — Sokoto, policy decision-maker, KII

National policy decision-makers identified the National Council on Health as the highest decision-making
body, whose endorsement is binding on states but has not been activated for advance distribution of
misoprostol since the 2023 guidelines were published. Both national and state policy decision-makers
identified the inclusion or exclusion of professional bodies and regulators in policy formulation as a
recurring source of friction; community-based actors who had not been involved in the policy
development were described as having low formal but high informal influence. The political-institutional
architecture for advance distribution of misoprostol exists in part (Table 3) but lacks cohesion needed to
serve as a reliable driver of policy implementation (7Table 3).

Agency and behavioural factors shaping advance distribution of misoprostol policy uptake
and operationalisation (COM-B domains)

Behavioural factors influence how individual and institutional actors are positioned to act on advance

distribution of misoprostol. State-level differences were most pronounced here.

Capability: workforce, knowledge, and confidence to safely implement advance distribution of
misoprostol

Across all states, multiple cadres with potential for advance distribution of misoprostol existed
(midwives, nurses, CHEWs, JCHEWSs, CHIPS agents, community-based health workers, TBAs, PPMVs);
workforce availability was not the binding constraint; readiness was. Sokoto showed the strongest
capability from past donor-supported pilots that trained CHIPS agents, community-based health workers,

ward development committees, and women’s groups, though attrition has reduced the number of trained



staff still in service. Niger’s workforce was available but less experienced with community-level use;
Akwa Ibom had trained CHIPS agents but withdrew community-level misoprostol stock, leaving CHIPS
in referral roles.

“There is attrition of healthcare workers across the board... so there will be need for training
of new workers and retraining of even the old ones.” — Sokoto, implementer, KII

Psychological capability varied sharply. Sokoto-based policy decision-makers and implementers
articulated misoprostol’s purpose, correct timing, and clinical precautions clearly; national policy
decision-makers contrasted this familiarity with limited capability elsewhere; Akwa Ibom respondents
most often reported being unaware that advance distribution of misoprostol was a current policy option,
expressing hesitation grounded in unfamiliarity rather than clinical reasoning. Niger policy decision-
makers identified an existing and suitable community health workforce for community-based distribution
of misoprostol but emphasised the need for training.

“Now we have the community-based healthcare workers- the JCHEWs who have gone through

the School of Health Technology. Those ones will be able to handle the use of Misoprostol. But
they must undergo training first”.- Niger, policy decision maker, Roundtable

“Most of us here do not really know what to do with those guidelines. But in places like
Sokoto, they will be very familiar with the guidelines.” — Abuja, policy decision-maker,
Roundtable

Opportunity: physical and social conditions for advance distribution of misoprostol
Misoprostol was available and used within facility-based services in all three states, but sustained
availability was donor-dependent and uneven, with no dedicated budget line in any state for community-
level distribution. Sokoto’s history of donor-supported programmes produced the most consistent prior
supply environment; Niger’s supply for facility use was donor-cycle dependent with frequent stockouts,
though PPMVs were routinely stocked (de facto community availability through the private sector); in
Akwa Ibom, community-level stock had previously been distributed through CHIPS agents but was
withdrawn following misuse concerns, and a subsequent UNFPA -supported procurement stabilised
supply for facility use. Last-mile distribution and the absence of community-level pharmacovigilance

were near-universally identified gaps.



“How do you monitor adverse events if the drug is used outside the facility? There is currently
no way to track if something goes wrong in communities.” — Abuja, policy decision-maker, KII

Social opportunity was stronger and more uniform: state RMNCAH technical working groups were
identified as established platforms for engagement and joint planning, and the natural site for state-level
adaptation of national guidance. Yet both implementers and policy decision-makers reported these
platforms are underutilised, specifically with regulators (Pharmacy Council of Nigeria, National Agency
for Food and Drug Administration and Control) and some professional associations — key stakeholders for

planning and implementation of advance distribution of misoprostol - inconsistently present.

“We have technical working groups for virtually any intervention. The coming together of
stakeholders makes interventions impactful. ” — Sokoto, implementer, KII

Motivation: interests, professional identity, and confidence in advance distribution of
misoprostol

Across all states, policy decision-makers and implementers voiced strong reflective motivation to reduce
maternal mortality and recognised misoprostol as lifesaving; Sokoto implementers, drawing on pilot
experience, were most explicit in framing advance distribution of misoprostol as effective and safe.
Several dynamics moderated this motivation. Automatic concerns about misuse and stigma were
prominent among implementers, and most pronounced in Akwa Ibom, producing ambivalence rather than
opposition: implementers described advance distribution of misoprostol as worthwhile in principle while
hesitating to endorse distribution beyond facility settings in practice. Institutional incentives mattered:
national performance benchmarks for skilled birth attendance and facility delivery, applied across all
states, do not capture whether women delivering outside facilities access a uterotonic, rendering advance
distribution of misoprostol institutionally invisible.

“Some of the indicators at the national level have to do with deliveries being attended by

skilled birth attendants. If women start delivering at home, it will affect our ranking. ” — Niger,
policy decision-maker, Roundtable

Professional identity and role boundaries figured strongly among professional-association members and

clinical implementers, who framed administration of uterotonics as a clinical responsibility and viewed



task-sharing or self-administration as a shift in jurisdiction. Stakeholder motivation was often
strengthened through exposure to implementation evidence and operational experience. Where
stakeholders had seen advance distribution of misoprostol work (Sokoto), confidence that it could be
delivered safely and within existing regulatory and professional boundaries was higher; where they had
not, both policy decision-makers and implementers called for further evidence of how advance
distribution of misoprostol can work within Nigeria’s current regulatory environment.

“We already have a baseline through the pilot projects. We can evaluate it and use evidence to

convince stakeholders. When you bring data and evidence, no one will argue.” — Abuja, policy
decision-maker, KII

Stakeholder-identified pathways for context-responsive advance distribution of misoprostol
guideline operationalisation

Stakeholders identified six interrelated pathways for guideline operationalisation: policy alignment,
model adaptation, health system support (including coordination of human resource capacity, commodity
management and information system strengthening), demand creation, financing and operational learning.
Policy decision-makers more often emphasised policy and regulatory alignment, coordination, indicator
visibility, and financing; Implementers more often emphasised service-delivery approaches, supply and
logistics, training and supervision, community engagement, and pharmacovigilance. Both stakeholder
types converged on inclusive policy formulation and operational learning as preconditions for legitimacy

and confidence.

Policy and regulation alignment with the National guidelines for the use of misoprostol for the
prevention of postpartum haemorrhage requires translation of national policy into state-level operational
direction. Such direction would need to specify the cadres authorised for each distribution model, supply
pathways, monitoring and supervision arrangements, and resolution of the Pharmacy Council of Nigeria
licensing disconnect. Stakeholders proposed that operational direction be issued through a national
circular, followed by state stakeholder meetings and stakeholder-supervised piloting in selected local

government areas.



Contextual adaptation of service-delivery models should be encouraged through the policy translation
process. Sokoto favoured a hybrid ANC-and-community-based distribution model building on prior pilot
experience; Niger proposed community-led models with intensive supervision and regulated PPMV
channels; Akwa Ibom preferred facility-anchored ANC distribution with CHIPS agents in referral and
follow-up roles. Across settings, non-facility actors were framed as extensions of the health system

embedded in counselling, supervision, reporting, and referral, not substitutes for skilled care.

Irrespective of the distribution model selected, common factors were identified as critical to facilitate
policy uptake. Health-system support functions requiring attention included training and supportive
supervision for authorised cadres; integration of misoprostol in routine primary health care supply chains
and differentiation of community stock from facility stock; pharmacovigilance and reporting tools
adapted for advance distribution of misoprostol; integration of community births into uterotonic coverage
indicators in HMIS/DHIS2; and quality assurance for community-level distribution. In terms of
stakeholder engagement and demand creation, collaboration of trusted community actors (traditional and
religious leaders, women’s groups, ward development committees) was framed as an acceptability
strategy, a safeguarding measure, and a way to reduce professional tension by clarifying roles and
addressing abortion-related stigma directly. Stakeholders, and state decision-makers in particular,
prioritised operational learning on how to implement advance distribution of misoprostol in Nigeria’s
current environment over further evidence of whether it works. Finally, financing and sustainability
planning were highlighted as central to success. Lessons from earlier initiatives showed that where
partner funding ended and state ownership had not been institutionalised, implementation ceased.
Stakeholders concurred that sustainability depends on integration into routine primary health care
financing through dedicated state budget lines, central medical-stores supply flows, and explicit financing

for supervision, logistics, and monitoring.

Discussion



This political economy analysis revealed that the advance distribution of misoprostol policy-
implementation gap is the result of unresolved disconnects between the distribution models authorised in
the national guidelines and Pharmacy Council of Nigeria licensing rules, weak federal-to-state policy
translation, fragmented supply and financing, and a behavioural landscape in which capability,
opportunity, and motivation to expand access to uterotonic medicine for PPH prevention outside of health
facilities are unevenly distributed across states and stakeholder groups. Together, these findings illustrate
a pattern well described in health policy and systems scholarship: a favourable policy is not self-
executing, and whether it is enacted depends on how interests, incentives, and institutional relationships

align around implementation (24-26).

Few countries have moved advance distribution of misoprostol from pilot to routine practice at scale (5,
32). Nigeria, with a national guideline already in place, a large community health workforce, and
documented state-level implementation experience, is well positioned to demonstrate how that transition
can be made if the barriers to operationalisation of national guidelines identified in this analysis are well
addressed. Our findings echo international evidence that the principal obstacles to advance distribution of
misoprostol are regulatory ambiguity, supply integration, and stakeholder alignment rather than lack of
evidence (32, 33), and resonate with analyses framing misoprostol’s contested trajectory as shaped as

much by social meaning and institutional control (34, 35).

Stakeholder agency and behaviour varied along a gradient anchored in prior implementation experience.
Sokoto, drawing on earlier pilots, demonstrated the most readiness to operationalise national guidelines,
Akwa Ibom demonstrated the least readiness, and Niger between the two. This gradient suggests that
investments in advancing guideline operationalisation should be contextualized rather than uniform:
implementation at scale accompanied by structured operational learning where experience already exists,
supervised demonstration of context-adapted implementation models where capacity is present but
implementation experience is limited, and guideline familiarisation and stigma-reduction focused

stakeholder engagement where awareness is lowest. Two behavioural motivators are critical to consider



across all contexts. First, performance indicators centre on skilled birth attendance and facility delivery and
do not capture whether women who deliver at home receive a uterotonic; provider incentive systems
consequently reward facility-based services while offering no recognition for community-level protection.
Second, professional identity and role boundaries generated resistance to task-sharing and self-
administration, framed by some clinical stakeholders as a loss of jurisdiction; a tension national policy
decision-makers countered by noting that misoprostol is already widely available and that the realistic task

is to regulate access, not restrict it.

In sum, more than a decade of favourable evidence and progressively expanding policy (11-23) has not
produced implementation because the political economy of operationalisation, namely jurisdiction,
incentives, professional norms, and financing, has not been addressed. The prominence accorded to
financing reflected lessons drawn from previous implementation experiences in Nigeria. Participants
noted that earlier initiatives frequently weakened or ceased once external funding ended because they
lacked institutionalised state ownership. These experiences suggest that sustainability depends on
embedding advance distribution of misoprostol within routine primary health care financing arrangements
rather than relying on time-limited, vertically funded projects. Evidence from other settings reinforces
these findings. For example, sustained advocacy and regulatory engagement were instrumental in
advancing misoprostol policy reforms in Pakistan (36). Similarly, systematic reviews of implementation
barriers across low- and middle-income countries have demonstrated that successful scale-up depends on
coordinated action across regulatory, supply chain, health system, and financing domains rather than the

generation of additional efficacy evidence (37).

Operationalising the National guidelines for the use of misoprostol for the prevention of postpartum
haemorrhage requires acting on multiple levers simultaneously, with the National Council on Health and
federal regulators resolving authorisation, and states using existing coordination platforms to adapt and
resource delivery. State-level adaptation should concentrate first on the states and local government areas

with the highest proportions of births outside facilities, and that all communication about advance



distribution should carry a dual message: advance distribution of misoprostol is a precautionary measure
to prevent PPH in births that occur outside a facility, but facility birth with a skilled attendant remains the

goal.

Strengths and limitations

This study should be interpreted alongside its strengths and limitations. It is one of the first to apply a
PEA lens to understanding the policy-implementation gap around advance distribution of misoprostol for
PPH prevention in births outside health facilities. It also drew on reflections of current and previous
programming spanning national and frontline perspectives and contrasting epidemiological and
implementation contexts across three states. Triangulation across methods, stakeholder types, and settings
offers insights on models that may be transferable to comparable decentralised contexts in and outside
Nigeria. Further, use of an integrated analytical framework, team-based interpretation, and member
checking supports the study’s credibility. Limitations include the deliberate focus on policy and
implementation stakeholders rather than women and community members, whose perspectives on
acceptability warrant dedicated study. The relatively short fieldwork window may have missed
perspectives of staff who had been exposed to prior advance distribution of misoprostol pilots and
possibility of attenuated/elevated social-desirability effects in discussing a contested intervention. Each
roundtable also opened with a level-setting presentation summarising the evidence on advance
distribution of misoprostol, which may have shaped the discussion that followed; the observation that
stakeholder motivation strengthened with exposure to implementation evidence should therefore be read
with the study design in mind. Finally, the focus on three states, while purposively diverse, does not

represent the full range of Nigeria’s contexts.

Conclusion

Postpartum haemorrhage remains a leading cause of maternal death in Nigeria, and the women at highest

risk are those who give birth where neither a skilled attendant nor a uterotonic is available. The policy



foundations for reaching them are already in place; what is missing is operationalisation. Closing the gap
will require federal regulatory clarification, state-led contextual adaptation through inclusive coordination
platforms, and integration of advance distribution of misoprostol into routine financing, supply,
workforce, and monitoring systems, pursued together as a cohesive implementation strategy and grounded

in operational learning from Nigeria’s own implementation experience.



Tables and Figures

Table 1. Study settings: maternal health profile, comparative epidemiological, geographic, and
contextual conditions, and history of advance distribution of misoprostol implementation

Location
(setting)

Geopolitical
zone

ANC from
skilled
provider*

>4 ANC
visits*

Facility
delivery*

Salient context for advance
distribution of misoprostol
operationalisation

Abuja
(national)

Federal
Capital
Territory

Seat of the Federal Ministry of Health,
the National Primary Health Care
Development Agency, regulatory
bodies (Pharmacy Council of Nigeria;
National Agency for Food and Drug
Administration and Control; Nursing
and Midwifery Council of Nigeria;
Medical and Dental Council of
Nigeria; Community Health
Practitioners Registration Board of
Nigeria), national professional
associations, and the Reproductive,
Maternal, Newborn, Child and
Adolescent Health technical working

group.

Sokoto
(state)

North-West

~26%

23%

13%

Site of donor-supported advance
distribution of misoprostol pilots
(~2009-2015); institutional memory of
safe community use; donor-dependent
commodity supply; insecurity in some
local government areas; very dispersed
rural populations.

Niger (state)

North-
Central

~40%

35%

30%

No structured advance distribution of
misoprostol programme; donor-cycle
dependent health commodity supply;
misoprostol restricted to facility use;
misoprostol widely available through
Patent and Proprietary Medicine
Vendors in communities; insecurity in
some local government areas.

Akwa Ibom
(state)

South-South

~81%

66%

39%

Previous advance distribution of
misoprostol through CHIPS agents
halted following misuse concerns;
recent UNFPA-supported procurement
has stabilised misoprostol supply for
facility use; strong state policy
emphasis on facility delivery; riverine
hard-to-reach pockets.

* ANC = antenatal care; indicators are drawn from the 2024 NDHS [11]; “-” denotes not applicable at federal level.




Table 2. Partici

ants by stakeholder type and data collection method

Method Level Setting Participants Stakeholder composition
Key informant | National Abuja, Sokoto, | 48 Policy decision-makers (government,
interviews and state Niger, Akwa regulators, professional bodies) and
Ibom implementers (healthcare providers,
community health workers, implementing
partners)
Stakeholder National Abuja 11 Federal government, regulatory agencies,
roundtable professional-association leadership,
development partners
Stakeholder State Sokoto, Niger, 35 State Ministry of Health officials, state
roundtables Akwa Ibom Primary Health Care Development Agency
(11-12 per representatives, programme managers,
state) professional-association leadership,
community programme actors,
implementing partners
Total | 94




Table 3. Stakeholder mapping for advance distribution of misoprostol operationalisation in Nigeria

Role in advance
distribution of

Key actors misoprostol Influence Position Key interests / incentives
National decision-making Highest policy Very high Supportive | Maternal health outcomes;
authority approval body; system-wide direction
National Council on Health decisions binding

on states
Federal policy actors Policy Very high Supportive | Reducing maternal
Federal Ministry of Health; National | development, mortality; alignment with
Primary Health Care Development technical guidance, global guidance
Agency; Reproductive, Maternal, coordination
Newborn, Child and Adolescent
Health technical working group
Development partners Funding, technical High (indirect) | Supportive | Programme impact;
Unitaid; United Nations Population support, pilots, evidence; scale-up
Fund; bilateral donors; international | evidence generation
and national non-governmental
organisations
Regulatory bodies Pharmacy Distribution High Cautious / | Drug safety; regulatory
Council of Nigeria; National Agency | regulation, restrictive control; professional
for Food and Drug Administration licensing, standards
and Control; Nursing and Midwifery | pharmacovigilance
Council of Nigeria; Medical and
Dental Council of Nigeria
Professional associations Clinical guidance, High Mixed / Professional standards; role
Society of Obstetrics and endorsement, cautious boundaries; authority
Gynaecology of Nigeria; National influence over
Association of Nigeria Nurses and providers
Midwives; Nigerian Medical
Association; Pharmaceutical Society
of Nigeria
State government actors Policy High (state) Variable Political priorities;
State Ministries of Health; domestication, performance indicators;
Commissioners for Health; State implementation, leadership interest
Primary Health Care Development resource allocation
Agencies
Facility-level providers Service delivery, Moderate Mixed Clinical responsibility;
Doctors, nurses, midwives counselling workload; professional

identity

Community health workforce Community-level Moderate Supportive | Expanding access;
Community Health Extension delivery, (operational) community trust; defined
Workers; Junior Community Health | counselling, referral roles
Extension Workers; Community
Health Influencers, Promoters and
Services agents
Private-sector actors Potential last-mile Moderate Conditional | Business incentives;
Patent and Proprietary Medicine distribution (latent) regulatory approval;
Vendors (tier 2/3); community training
pharmacies
Community actors Acceptance, norm Low (formal)/ | Influential | Community trust; cultural

Traditional birth attendants; ward
development committees; religious
and traditional leaders; women’s
groups

shaping, demand
creation

high (informal)

norms; local legitimacy




Figure 1. A political economy analysis framework to understand the advance distribution of misoprostol policy-
implementation gap through structural context, agency and behaviour, and stakeholder-identified pathways to

change in Abuja, Sokoto, Niger, and Akwa Ibom States, Nigeria.

Problem: Complex social, political, and health-system dynamics constrain operationalisation of the 2023 national guideline
authorising advance distribution of misoprostol for PPH prevention in Nigeria

Political Economy Analysis (PEA) lens

Interests, incentives, relationships, and power shaping how actors and systems act on the 2023 national guideline
authorising advance distribution of misoprostol for PPH prevention in Nigeria
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