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Increasingly, health conditions exist for which there are high quality local and international data;
effective, feasible, and affordable interventions; and strong research communities advocating for
attention in low- and middle-income countries (LMICs). Yet these conditions still lack the
political priority to make it onto the agenda of health policy makers. Examples include both
conditions well-resourced in high income countries, such as surgery and trauma care or most

cancers, as well as issues neglected globally, such as access to pain relief and palliative care. The



reasons for the persistent absence of these issues from national priority lists in LMICs are still
poorly understood. In this dissertation I bring together concepts of implementation science and
political science to identify evidence-based, context-appropriate recommendations for improving
the effectiveness of research use in driving policy agendas and prioritization. I first focus on
assessing the current landscape of theories and frameworks available to researchers interested in
building political priority for health conditions in low- and middle-income countries. I then use
the frameworks to guide to two case studies looking at commitment to new health technologies

in Uganda and the political prioritization of tertiary care in Malawi.

In Aim 1, I conduct a scoping review of evidence to policy and agenda setting frameworks and
theories that have been applied to health topics in LMICs. In the absence of empirical research,
frameworks and theories can provide a useful conceptual foundation for integration of current
evidence-based strategies. The search included terms related to health, political priority, and
frameworks and theories and looked for studies from 2000-2022. I found a total of 155 studies
that applied 41 distinct frameworks and theories to understand the presence or absence of a
health topic on the national or global health policy agenda. Theories relevant to political priority
came from several academic disciplines, most notably political sciences public health, and vary
substantially in complexity, orientation, and the extent to which they are adapted or modified
prior to being applied. Of the 44% of studies that assessed health topics in LMICS, one-third

were applied to questions of priority in African countries.

Aim 2, [ used a qualitative case study approach to understand the policy roll out of a web-based

electronic medical record designed to facilitate case management of rheumatic heart disease



(RHD) in Uganda, called the Active Community Case Management Tool (ACT). RHD is a
significant cause of ill-health in young adults in Uganda, but access and adherence to diagnosis
and treatment remain low. I combined primary data collection and analysis of interviews with
RHD researchers and district health officials with secondary analysis of interviews with health
care workers using the ACT software as part of a study to decentralize RHD care to health
centers closer to patients in two districts in Uganda. Through mapping the national policy and
regulatory approval process, I found strong evidence of expressed political commitment to this
new technology, driven in part by trust in the local research community advocating for ACT’s
use. However, these expressions have been slow to translate into implementation. The reasons
for this are varied, but limitations in the local system available to adapt national strategies into

operational policies and guidance is one contributing factor.

In Aim 3, I use a process tracing methodology to map ongoing efforts to integrate tertiary care
into the Malawi Essential Package of Health Services (EPHS). I draw from Shifffman and Smith
framework for determinants of political priority and the SPIRIT action framework to identify
determinants of tertiary care’s recent rise and fall on the national health policy agenda in Malawi.
The results show that having an available repository of effective interventions, a cohesive
political community, and an open political window of opportunity are the strongest predictors a
health issues political prioritization. Moreover, for tertiary care, research serves as a catalyst for

each of these dimensions in Malawi.

This dissertation advances the limited body of literature in policy implementation science at a

critical time in the field’s development, by providing a synthesis of relevant frameworks and



theories complemented by empirical examples of their application. The focus on applying
implementation science concepts to the agenda-setting stage of the policy cycle is particularly
innovative, as much of the focus to date has centered on the policy implementation stage of the
cycle. I hope that the findings presented here will provide a starting point for researchers

interested in better engaging with the policy agenda setting process in southern and eastern

Africa.



Aim 1: How does scientific evidence translate into policy development in low- and middle-

income countries? A scoping review of theories, frameworks, and constructs

Authors: Kristen Danforth, Rebecca Namara, Jeff Lane, Kristin Beima-Sofie, Amanda

Phipps, Kenny Sherr, David Watkins

Introduction: Numerous political science and research utilization theories have been put forth to
explain how research is used in policy development, but their applicability to health policy in
low- and middle-income countries (LMICs) is unclear. I did a scoping review to identify
theories, frameworks, and constructs used in health policy studies, focusing on the “agenda-

setting” phase of the policy cycle in LMICs.

Methods: This study followed the PRISMA-SR recommendations for scoping reviews. The
search strategy was based on key words and phrases reflecting the concepts of political
prioritization/agenda setting, frameworks/theories, and health. I considered studies published
since 2000. Studies were included if they clearly developed or applied a theory or framework for
understanding political priority, policy agenda setting, or policy prioritization; studies that did
not apply a previously established framework or utilize their results to propose a new,

generalizable framework were excluded.

Findings: I identified 155 studies that used 41 unique frameworks or theories. Over two-thirds of
articles used frameworks developed by Kingdon’s seminal book or by Shiffman and Smith. Only
one study in LMICs (68 of 155 studies) was published before 2009. LMIC studies were most
commonly done in African countries (38%). Most studies were descriptive in nature; few were
explanatory or validated the frameworks used. Comparison of constructs used across the

different frameworks or theories revealed broad consensus on overarching determinants (e.g., an



issue’s innate political appeal), but disagreement on the mechanisms by which researchers

influence the prioritization process.

Interpretation: There is substantial scope to improve the theoretical and empirical understanding
of evidence-to-policy issues in LMICs. Future research should emphasize the inductive
development and validation of new theories and frameworks; consideration of a broader range of

health topics (e.g., injuries, pandemics) would add value.



Key Messages — Practical Implications for Health Policy Researchers

e Empirical- and theory-derived frameworks exist to guide global health researchers
interested in more strategically engaging in policy agenda processes setting in LMICs.

e Frameworks share common constructs but vary substantially in complexity and
orientation, so care should be taken to match the framework selected to policy agenda-
setting goals.

e Limited assessments of the predictive utility of most major frameworks substantially
restricts our understanding of how they might inform selection of evidence-based

approaches to policy translation.

Introduction

Motivating policy change in low- and middle-income countries (LMICs) is increasingly included
as an explicit outcome of academic research proposals, but the methods employed by researchers
to achieve this are most often ad-hoc and opportunistic approaches. The appeal of solving the
evidence-to-policy puzzle is reflected in the range of major international health donor
organizations [1], think tanks [2], and academic institutions [3-5] with major initiatives aimed at
improving the uptake of evidence into policy. Interest in understanding how research is being

incorporated into health policy is growing. [6]

The policy cycle stages is a commonly used heuristic to capture the multistep, iterative process
of policy development. [7, 8] This study’s focus is on the first stage of the cycle: setting the
agenda. Agenda-setting is a critical, if often under-researched step in health policy development

globally, but it is particularly central to health policy development in severely resourced



constrained settings. [9] Agenda setting is a competitive process in these settings, where issues
such as HIV and maternal and child health have an understandably and persistently prominent

place on the health policy agenda. [10]

What is less understandable is so many other worthy issues consistently fail to gain traction with
policymakers despite having equally effective, affordable interventions available. [11, 12]
Previously hypothesized reasons include a relationship between research communities and
political decisionmakers that is informal and under-developed, insufficient demand for research
by political decision makers, and the production of evidence that inappropriate or mistimed for
political processes. [13, 14] The result has been the development of an ad-hoc collection of
strategies intended to improve researcher-to-policymaker engagement that have been
infrequently and inconsistently applied, and rarely informed by implementation science best
practices or political science theory on prioritization and agenda setting [15]. Systematically
assessing the mechanisms by which researchers can effectively (and sustainably) use evidence-
based strategies to improve the political priority of overlooked conditions on the national policy

agenda is an essential first step.

In the absence of a large empirical evidence base, frameworks and theories can provide a useful
conceptual foundation for integration of current evidence-based strategies. Theories are intended
to be explanatory of the processes that they summarize, whereas frameworks typically provide an
identification and categorization of important determinants without explaining how they lead to a
particular phenomenon, though the boundaries are often blurry between how these terms are
used.[16] Policy scholars have argued the benefits of incorporating theories and frameworks into
policy analysis in LMICs, and numerous theories have been put forth to explain how research is

used in policy formulation, but their applicability to agenda-setting for health is unclear. [15, 17]



They note several reasons for this, in particular, that most frameworks were developed in and for
high income countries. Similarly, popular agenda-setting frameworks provide only a cursory

inclusion of research evidence in their construction, if it is mentioned at all.

Given the importance of national policy agendas to the progressive realization of universal health
coverage, there is a need to identify and map the growing number of framework options
available for researchers and consider their relevance and applicability to settings in LMICs. I
sought to explore these domains, evidence-to-policy and agenda setting, to understand if any

theories or frameworks effectively merged the two.

Health Technology Assessment and Frameworks for Health Economics Priority-Setting

There is a large and rapidly growing literature base on health technology assessment (HTA) and
the use of economic evaluation, equity, and other metrics for “priority setting”. This work has
taken on a greater sense of urgency with increasing global and national interest in advancing the
universal health coverage agenda. As expected, there exist several frameworks or tools available
to inform the technical application of HTA within priority-setting, including program budgeting
and marginal analysis, [ 18] multi-criteria decision analysis, [19] and accountability for
reasonableness [20], and reviews of their application are available elsewhere. [21] In principle,
HTA can and should be a valuable input early in an agenda-setting process, and there is a current
push underway among priority-setting scholars to increase its use for this purpose. In practice,
the use of HTA to-date has typically taken the form of informing the selection among policy
implementation or intervention alternatives, for example the inclusion or exclusion of a cost-
effective service in a publicly funded health benefits package. This use of HTA to aid in
selection among intervention alternatives after an issue has garnered sufficient political priority

to be included on a national or international health agenda, later in the policy cycle than was the



focus of the study. As such, the review of applications of traditional HTA priority-setting
frameworks was beyond the scope of this review, though I acknowledge that this distinction is

arbitrary as the policy cycle is not unidirectional in practice.

This review complements and extends to agenda-setting phase of the policy cycle recent efforts
to document the use of frameworks and theories in LMIC health policy analysis by Jones and
colleagues [22]. Applications of agenda-setting theories and frameworks is also an important
element of the sub-field of policy implementation science, which aims to integrate
methodological approaches and concepts from implementation science into the development of
policy instruments for improving health. I respond to the call from leaders in this field to better
understand how existing frameworks and theories can be leveraged to improve health in LMICs

(Bullock and Emmons/chambers),

Through this scoping review I sought to understand three related questions: 1) What frameworks
and theories exist to guide researchers interested in building political priority for or engaging in
the policy agenda setting process around a novel or neglected health condition at the national
level? 2) According to available frameworks, what are the key factors that influence political
priority of new diseases or health services? And 3) Have these frameworks been validated in an
LMIC-setting? As scoping reviews are particularly useful when the topic of inquiry is
heterogenous and complex, [23] it was an appropriate tool to identify and map the coverage of

literature on this issue of emerging interest.

Methods

I developed the protocol for this review in advance via an iterative deliberation process by

members of the author team. The protocol was registered online and is available at



dx.doi.org/10.17504/protocols.io.bqfbmtin. The protocol follows the Preferred Reporting Items
for Systematic Reviews and Meta-Analyses (PRISMA) extension for scoping reviews and
incorporated best practices of the five-stage approach proposed by Arksey and O’Malley
(namely 1) Identifying the research question; 2) Identifying relevant studies; 3) Study selection;

4) Charting the data; 5) Collating, summarizing and reporting the results). [24, 25]

Search Strategy

I consulted a research librarian during development who reviewed all protocol drafts. Prior to
executing the full search I tested and revised the preliminary database search strategy to ensure

that the final terms had the sensitivity to identify relevant articles for the inquiry.

The initial database search was run on December 4, 2020 and was updated on May 1, 2022.
Primary information sources included 6 medical and social sciences databases
(PubMed/MEDLINE, EMBASE, PsychINFO, PAIS, the Cochrane Library, and IBSS). I selected
these databases in order to give a broad representation of both health- and political sciences-
oriented literature sources. In addition to the database searches, I applied a comparable term
string to Google Scholar, and made an a priori determination to include the first 200 results. I
augmented the literature search methods by scanning the reference lists of included articles,
conducting a forward citation search of key source articles, and sourcing from the professional

knowledge of the author team.

The search included a combination of indexed (MeSH) and free-text terms and was modified
according to the syntax requirements of each database (see Box 1 for the example of the string
used for PubMed). To focus the search, I restricted free text terms to appearances in the title or

abstract of publications. I used filters to limit results to those published after 2000 (through an



effective end publication date of April 30, 2022). The original protocol called for filtering results
by those where an English language abstract was available, but this functionality was not

available in several databases, so ultimately I chose not to apply a language restriction.

Box 1 — Search String for PubMed

((((C(((((((policy[MeSH Terms]) OR (politicsfMeSH Terms])) OR (policy[Title/Abstract]))
OR (politics[Title/Abstract])) OR ("agenda setting"[Title/Abstract])) OR ("priority
setting"[Title/Abstract])) OR ("priority-setting"[Title/Abstract])) OR ("setting
priorities"[Title/Abstract])) OR ("policy setting"[Title/Abstract])) OR ("policy agenda
setting"[ Title/Abstract])) OR ("policy formulation"[Title/Abstract])) OR ("policy
direction"[Title/Abstract])) OR ("policy development"[Title/Abstract])) OR ("political
priority"[Title/Abstract])) AND ((framework*[Title/Abstract]) OR ("policy
frameworks"[Title/Abstract]))) AND (((((("health"[MeSH Terms]) OR ("global
health"[Title/Abstract])) OR ("public health"[Title/Abstract])) OR ("international
health"[Title/Abstract])) OR ("worldwide health"[Title/Abstract])) OR ("world
health"[Title/Abstract]))

Evidence Selection

I along with a colleague from the author team (RN) conducted the initial screening of titles and
abstracts according to the established protocol. RN and I included articles for full-text review if
their title or abstract clearly suggested that the article was dedicated to the development or
application of a framework for understanding political priority, policy agenda setting, or the use
of evidence in either of those processes. To ensure screening consistency, RN and I first selected
a sample of 650 articles from the initial search results which were screened by both reviewers.
RN and I discussed discrepancies in screening and confirmed a collective understanding of the
inclusion and exclusion criteria prior to proceeding with the screening of the full set of results. I
originally proposed to review 10% of articles to assess screening consistency. This number was
based on the assumption that the search would produce 3,000-5,000 articles, based on

preliminary research and other scoping reviews. The initial search produced approximately



16,000. During the review process it became clear that completing 1,600 dual reviews was not
necessary for ensuring consistency. As a result, we reduced the threshold to 5 percent of the
initial screening results (after updating the search to 2022, 650 results is approximately 4 percent

of the final total).

RN and I selected sources of evidence from articles included for full-text screening based on the
preestablished inclusion and exclusion criteria. We excluded articles according to the following

criteria:

1. Papers that did not address the processes of agenda-setting or political prioritization.

2. Papers that presented a narrative description of the emergence, or lack thereof, of a new
policy priority or agenda-setting process but did not either motivate their analysis with a
theory or framework OR utilize their results to propose a generalizable theory or
framework that could be applied to other settings or policy questions. (Note: We used a
liberal interpretation of what was considered a framework or theory; if the paper authors
described their work as such, the content was included.)

3. Papers that did not include information on the policy process (i.e., were solely an analysis
of policy documents or legislation).

4. Articles that were clearly not relevant but were missed in the title and abstract screen.

Given the occasional ambiguity in usage of language around this topic, I included the term
“priority setting” in the search strategy in order to adhere to best practices in scoping reviews,
keeping the search strategy broad and evidence-type agnostic. [24] Articles that did not explicitly
address the use of a priority-setting method for agenda setting or building political priority were

excluded.



Data charting

RN and I extracted data from the studies selected for analysis to assess the theoretical,
application, content, and geographic scope of the agenda-setting literature. We used Google
sheets to chart the extracted data, including columns for items listed in Table 1. The results of
included studies were beyond the scope of this review’s objectives, so we did not extract data on

results or findings.

During initial data charting, the author team noted that applications of frameworks in early-
reviewed articles were predominantly descriptive, presenting either a retrospective application of
a framework to a previous agenda-setting success or failure to gain insight into the possible
causes, or an assessment of the current state of political priority for a favorite health issue. There
were limited examples of prospective application or validation of the chosen models. As a result,
an additional item was added to the data extraction tool to capture the study type of articles along
3 dimensions: Explanatory (articles that introduced a new proposed framework or theory, or
described the theoretical underpinnings thereof); Descriptive (articles that described the
application of a framework to a retrospective case study of an issue, or used a framework to

assess the current level of political priority for a measure); and Prospective theory testing.

Table 1: Categories used for Data Charting of Agenda-Setting Theories and Frameworks

Year

Title

Journal/Publication
Framework Used
Framework Type
Framework Elements

LMIC Country Application/Validation? (Y/N)
Location

Region

Neglected Condition? (Y/N)
Health Issue/Condition

10



Type of Application (Explanatory, Applied, Theory-
testing)
Notes
Incomplete source?*
* Items in this category include dissertations, journal pre-preprints that were not subsequently
published, conference abstracts and presentations.

Synthesis of results

I developed the initial synthesis of findings. In addition to quantifying summary statistics of
framework and theory utilization for select categories of charted data, I also extracted individual
frameworks from their original articles for review. I qualitatively characterized the top three
frameworks in each category on two dimensions: 1) complexity of components and relationships
and 2) orientation toward context or process. Complexity was determined by the number of
components within each framework or theory. Orientation was determined by whether the
framework or theory’s primary design was to describe the status of an issue at a point in time or
a process over time, as well as the number of suggested directional relationships between

framework or theory components.

Results

After removing duplicates I identified a total of 18,900 sources by all methods (see Figure 1),
and included 308 articles for full-text review following the title and abstract screening. After
full-text review I included 155 articles for data charting and analysis (see Appendix 2). The most
common reason for exclusion was articles that did not address political prioritization or agenda
setting (48%), followed by the lack of development or application of a framework (26%), and

articles that were exclusively analyses of policy content (18%).

Figure 1 — Scoping Search and Screening Results

11



Records identified through Additional records identified
database searching through other sources
(n = 25,590) (n = 356)

Records after duplicates removed
(n = 18,900)

[Screening } [Identification ]

)
Records screened
: Records excluded
(Title/Abs) (n=18,502)
(n = 18,900) n=2e
—
>
:Lf Full-text articles assessed
2 igibili Full-text articles excluded,
® for eligibility R
] (n=308) > (n=153)
| —
Not Agenda Setting = 74
l No Framework = 40
( \ Missing Process = 27
Included Studies Other =12
5 (n=155)
o
S
o
=
—J

The characteristics of included articles are summarized in Table 1. I identified 41 distinct

frameworks, of which 23 had been previously published elsewhere and 18 were newly developed

or adapted by the authors [26-40] for application in the article in which they were used and did

not appear in another publication. Frameworks fell into three categories: 1) those that described

the process of building political priority or agenda setting or the policy process overall (n = 24);

2) those that sought to explain the role or use of evidence in policy formulation (n = 14); and 3)

policy frameworks that were not specific to agenda setting but used to understand an agenda-

setting process (n = 3).

Table 1 — Summary of results

Framework used

Agenda-Setting
Kingdon’s Multiple Streams
Shiffman and Smith’s Determinants of Political Priority
Advocacy Coalition Framework

Number of Articles

48
39
11

12



Shiffman’s Network Effectiveness Framework 8

Shiffman (Factors Influencing the Degree to Which Maternal
Mortality Reduction Appeared on National Policy Agendas)

Shiffman (Social Constructionist Political Priority Framework)

Shiffman - Four Challenges Faced by Networks

Schmidt's Indicators of Discourse at Work

Multiple Governance Framework

Policy Arrangement Approach

Policy Transfer Framework

Howlett’s Five Stream Framework

Baumgardner - Theory of Punctuated Equilibrium

Author Created

V)]

— e = N = = = NN

(98]

Evidence-to-Policy
Knowledge Translation in Ageing and Health Framework
SPIRIT Action Framework
3i + N Framework
Trigger-to-Action
Research Utilization in Policy Making model
EVITA 2.0
WHO-INTEGRATE
Author Created

N W

~J === N

Non-specific
Walt and Gilson Policy Triangle
Skok Structural-Functional framework
Diffusion of Innovations Theory
Author generated framework

[

Applied in LMIC Setting?
Yes 68
No 87

Type of Application
Explanatory 17
Applied - Descriptive 135
Applied - Theory-testing 3

Note — Most frameworks classified as “Author Created” were unnamed. The names used here are
assigned only for ease of reference, drawn from descriptive definitions within the articles in which they
were presented

Application of frameworks to health agenda setting in general is a relatively recent phenomenon

(see Figure 2). Ninety-two percent of studies (142) were published in or after 2010, and 50%

13



were published in the last 5 years. I found only one study applying frameworks in LMICs

published before 2009. [41]

Figure 2: Framework Applications by Year

Framework Applications by Year
20

Number of Articles

Use of Frameworks and Theories

The diversity of frameworks and theories belies their disparate utilization in the literature. Over
two-thirds of articles included the presentation or application of one of two frameworks:
Kingdon’s Multiples Streams Theory (48) or Shiffman and Smith’s framework for generation of
pollical priority for global health initiatives (39). No other framework was used more than 6

times in the results.

While presented here as distinct frameworks to align with the ways in which they were used in
the literature, several of the frameworks should be understood as evolutions of the Shiffman and
Smith Framework for Determinants of Political Priority. Shiffman himself notes the limitations
of his popular 2007 framework, including lack of prioritization and limited theory underpinning

this earlier model. [42] Shiffman’s initial attempt to address these shortcomings resulted in a

14



more streamlined iteration of the framework, focused on three key constructs: policy
communities, ideas, and institutions. [43] This evolution continued amid growing interest in the
role and power of actor networks [44, 45], and in 2016 Shiffman put forth a Framework on

Network Effectiveness that is, itself, an incremental update on prior iterations. [46]

Eighty-eight percent of the results used methods that were applied but descriptive, and another
11% were explanatory. Only three studies [47-49] purported to use the framework to guide
prospective implementation of engagement strategies after which they observed an increase in

political priority or agenda presence.

Application in low- and middle-income countries

Approximately 44% (68) of studies reviewed applied a framework in a low- or middle-income
country (or multiple LMICs). Africa was most common region for country applications (26),
followed by Asia (19), and LMICs broadly (5). LMIC application slightly favored Kingdon’s

Multiple Streams Theory (22) as compared to the framework of Shiffman and Smith (18).

Framework origins

Frameworks and theories originated from multiple academic traditions. Of the agenda setting-
specific frameworks, 11 came from non-health specific political sciences. [34, 50-60] Notably,
the frameworks from this tradition tend to be substantially older than those from the health
policy literature. The motivation for and empirical evidence underlying the original development
of these frameworks comes exclusively from high-income settings, most commonly the United
States, United Kingdom, and Europe, though they have since been applied more broadly. Agenda

setting frameworks emerging from the health policy literature were equally numerous. Of the

15



nine distinct frameworks identified, one was that of Shiffman and Smith and five others were
author adaptations of the Shiffman and Smith approach [10, 27, 37, 43, 46]. All nine of the

evidence-to-policy frameworks or theories were designed to address a health policy problem.

Framework construction

After reviewing the applications, I then extracted each framework referenced from the source in
which it first appeared. A comparison of constructs used across the different frameworks or
theories reveals broad consensus on overarching determinants, but disagreement on the
mechanisms by which the determinants influence the prioritization process. Agreement on the
definition or characteristics of an issue is a necessary, if not sufficient component of major
frameworks or theories. In some, such as the Advocacy Coalition Framework, the basic attributes
of the problem are the starting point from which all subsequent agenda-setting steps flow. More
commonly, however, problem agreement is portrayed as an equal-weighted part of a multi-
dimensional process, proceeding either in parallel [41, 50, 61] or iteratively [53, 62] with other
determinants of agenda change. Most, but not all, frameworks place actors, both individuals and
institutions, in a central position within agenda setting. Actors are most commonly
conceptualized as “brokers” of information [38, 39, 63] among evidence-to-policy frameworks,
or power [10, 50, 51, 55]. The literature for some sub-constructs, such as power dynamics, has
been studied within other actor groups, such as medical professionals, and could share lessons

for researchers. [64-66]

Framework features

16



In general, the most popular frameworks or theories are comparatively less complex but cover a
range from context- to process-oriented (see figure 2). There is no clear distinction between the
evidence-to-policy frameworks used to understand agenda setting and agenda-setting specific
approaches. Indeed, this characterization exercise revealed that wherever a researcher’s needs
fall along the complexity and orientation spectrum, there exist framework and theory options
from which to choose.

Figure 2: Relationship between orientation and complexity among frequently used
frameworks

g = — SPIRIT Action
< Kingdon's Multiple Framework
£ Streams Skok Structural-
c
5 ° ¢ Functional Advocacy o
3 Framework Coalition
=2
- Framework
=)
= L]
2
5 WHO INTEGRATE
S ¢
% € Policy Triangle WHO Knowledge
4 Translation In
% Ageing
b
g Shiffman & Smith [ 2 €
5
Least Complex »  Most Complex
Complexity
Discussion

This scoping review offers a comprehensive look at the theories and frameworks guiding
researcher’s efforts to understand agenda-setting for health policies globally. Interestingly, the
most commonly applied frameworks in LMICs were not originally designed for that purpose.
Shiffman and Smith designed their framework as explanatory of the determinants of political

priority for initiatives at the global level.[41] While Kingdon’s Multiple Streams Theory and

17



Walt and Gilson policy triangle were developed to characterize agenda setting and general policy
processes within a national political system, both are derived from empirical case studies from

the United States.[50, 53]

The choice not to adjudicate if author-described theories and frameworks were sufficient to be
categorized as such is a major limitation of this analysis. The broad interpretation and liberal
approach to inclusion is in keeping with best practices of scoping reviews, but resulted in a
disparate collection of outputs that range from complex graphics representing dynamic systems
and interactions, to simple lists of constructs with associated definitions. This is particularly true
when considering “evidence-to-policy” frameworks and theories, as these articles more
frequently describe elements of knowledge translation and exchange generally.

Providing guidance on how to compare the relative advantages of each framework and theory
and select among them for use in study design or practice is an important area for future
research. Oliver and colleagues have hypothesized the reasons why Kingdon’s framework has
emerged as the most frequently applied of the political science driven theories in health,
including its flexibility, broadly defined scope, and explicit integration of the role of chance in
setting policy agendas.[17] There is less evidence as to why Shiffman and Smith is so dominant
in the health agenda setting landscape, but the limited number of currently available alternatives

is likely a key motivating factor.

Though I did not do a systematic assessment of article quality, it was also clear from the full-text
reviews that studies varied substantially in the degree to which they integrated the framework
into data collection or analysis. For some, frameworks provided a comprehensive underlying
architecture or fully motivated the research questions, whereas for others they served as a more

superficial input to instrument design or analysis. I also focused the search on the agenda-setting

18



phase of policy creation, excluding articles that, by the authors’ descriptions solely focused on
later stages (e.g., policy selection). While they are conceptually different, in practice phases are
not always clearly separable. In addition, given the complexity of the topic and fact that it spans
multiple research traditions, many relevant terms are used inconsistently or colloquially by
researchers. As such, [ may have omitted frameworks that others would have classified as

agenda-setting.

Lastly, the limited assessments of the predictive utility of major frameworks is a significant
limitation in the field. Taking the Shiffman and Smith framework for determinants of priority
setting as an example, there exist dozens of published uses of the framework by researchers to
understand the current or historical political prioritization of issues ranging from maternal and
newborn health [10, 67] to surgical [68] and dental care [27] in an equally diverse range of
country contexts [69-71]. When using the framework, researchers most commonly start from the
assumption that the framework is correct and appropriate for the issue or context under
investigation (though a description of why this particular framework was selected is uncommon).
These case study applications represent an essential and compelling type of validation — the fact
that the theory ultimately proved to be a useful and meaningful organizing approach for the
authors is a testament to the relevance of the constructs within it. However, there are significant
challenges in relying solely on retrospective or contemporary reviews. Most importantly is the
risk of “finding only what one is looking for”, i.e., missing significant determinants or
misclassifying findings in an effort to fit the findings to the framework. Indeed, Walt and Gilson
in their validation exercise for the Shiffman and Smith framework identified several additional
constructs necessary to explain selected case studies. [72] This limitation speaks to the need for

additional studies on how to effectively move existing popular frameworks and theories from

19



their current descriptive applications to decision-support tools for researchers looking to engage

in national policy agenda setting more effectively.
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Aim 2: Understanding the Dimensions of Political Commitment for New Health

Technologies in Uganda

Authors: Kristen Danforth, Kristin Beima-Sofie, Jeff Lane, Amanda Phipps, Kenny Sherr,

David Watkins

Abstract

Background: Rheumatic heart disease (RHD) is the most common cause of heart disease in
young adults in Uganda, and frequently leads to severe outcomes because individuals present late
for care. Despite expressed commitment to addressing RHD by the Ugandan government, access
and adherence to care in remains very low. New technologies offer promise to address persistent

health problems like RHD, but their use is limited.

Methods: I used a qualitative case study approach to understand the policy roll out of the Active
Community Case Management Tool (ACT), a web-based electronic medical record designed to
facilitate case management of RHD. Two categories of in-depth interviews provided data for
analysis. I conducted semi-structured interviews with 5 district health officials and RHD
researchers involved in centralized policy or regulatory approvals. I also used existing data from
previously conducted interviews with 32 health care workers involved in providing RHD care in
two districts, Gulu and Lira, for secondary analysis. I used thematic network analysis to assess
data. I supplemented with a desk review of existing regulatory and guidance documents as well

as published literature on the topic.
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Results: The stakeholders involved in policy and regulatory approval for new health
technologies differ based on whether the technology is a device or information technology.
Following the successful navigation of this approval process, there was clear evidence of
rhetorical commitment at the national level for the ACT software. Two obstacles the ACT
software policy implementation aspirations were identified. First, there is an absence of
operational policy and guidance related to electronic medical records systems in Uganda.
Second, the tendency of RHD implementers to directly develop and deliver relevant policies and
related trainings is a missed opportunity to build needed capacity in policy translation and

technical advising at the sub-national level.

Discussion: I hope this work may demystify the process and help future researchers navigate an

opaque system. The main findings offer clear avenues of future research on investment in sub-

national operationalization of policies and the infrastructure required to institutionalize them.
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Key Messages

e Rheumatic heart disease (RHD) is well-established on the health policy agenda, due in
large part to the strategic advocacy of an organized research community of local and
international actors. However, there is, to-date, a disconnect between policy agenda
prominence and policy implementation.

e This political commitment allowed for the introduction of a new digital health technology
to facilitate RHD detection and care management. This technology successfully
navigated policy and regulatory requirements at the national level that are unclear, but
increasingly institutionalized. Reasons for its success include external financial support
for development and implementation and high level of trust by the MOH in the producers
of this technology.

e While this case study was a success story at the national level, we have reason to suspect
that future innovations that are more complex and costly would not be implemented as
effectively. This is because policy successes at the national level are not matched by
policy development at the sub-national level. This is not due to a lack of interest, but
because in Uganda the regional and district-level infrastructure for translating national
strategies and political commitment into operational policies and guidelines desired by
healthcare workers implementing a new innovation is often overlooked.

o Institutional capacity challenges have been exacerbated by the operating practices of
researchers and health program implementing partners, who bypass engagement at these

levels and instead develop practice guidelines and deliver trainings directly.
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e Addressing this hollowing out of the health policy system is an opportunity to improve
effective implementation of novel health technologies, and disease programs more

broadly.

Introduction

Rheumatic heart disease continues to cause poor health in low-income countries.[73, 74] RHD is
the most common cause of heart disease in young adults in Uganda, and frequently leads to
severe outcomes because individuals present late for care.[75, 76] Several effective strategies
exist to reduce morbidity and mortality from RHD, most notably echocardiography (echo)
screening for early detection and the use of benzathine Penicillin injections for prophylaxis.[75,
77] Despite expressed commitment to addressing RHD by the Ugandan government,[78, 79]

access and adherence to care in remains very low.[80]

There is growing interest in the promise of new technologies to address persistent health
problems in Uganda, but their use is limited.[81, 82] Researchers in Mbarara found strong
patient and provider interest in using digital health methods to increase adherence to tuberculosis
treatment.[83] Madore and colleagues, documenting lessons learned from the implementation of
an electronic medical record (EMR) program at a regional referral hospital, identified provider
buy-in, infrastructure resources, and tensions between clinical service delivery and research
goals as key challenges to EMR use.[84] Most new health technologies trialed to date have been

implemented within research or donor-funded initiatives.[81]

The Active Case Detection and Decentralized Dynamic Registry to Improve the Uptake of

Rheumatic Heart Disease Secondary Prevention (ADD-RHD) study sits at the intersection of
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these two issues. ADD-RHD uses a package of implantation strategies to facilitate the
decentralization of patient care for rheumatic heart disease in an effort increase access to care
and coverage of secondary prevention interventions.[85] This decentralization approach relies on
the use of several novel health technologies in Uganda, such as portable echoes, and, most
critically a new electronic patient care management software, called Active Community Case
Management Tool (ACT). ACT is a web-based EMR designed specifically to facilitate RHD
case management, with the flexibility to be expanded to other conditions if successful.[85] The
ACT software replaces the existing paper-based RHD registry and integrates scheduling with
electronic records management as a strategy to improve patient adherence. ACT was newly
designed for the purpose of the ADD-RHD study, which is piloting the use of ACT in eight
health centers within two districts in Uganda, Gulu and Lira, as part of the decentralization of
patient care from regional referral hospitals to local health centers.[85, 86] If the ACT software
is shown to be effective and feasible, the goal is to scale it up until it is the official national

register for RHD at all levels of care in Uganda.

In this study I seek to fill in key gaps in knowledge regarding the process for approving and
integrating new technologies for health in Uganda, using the case study of the ACT software
program. I then explore the ways in which determinants of effective political commitment are
linked to policy-related barriers to implementation of a new health information platform, in

preparation for the effective future rollout of ACT.

Methods
The original intent of this study was to assess the adequacy of current policy and regulatory

guidance in Uganda for the adoption of new technologies for health in general, and for rheumatic
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heart disease diagnosis and management and to describe system and policy constructs necessary
for the successful approval of new health technology. This intent dictated the focus on national
policymakers and researchers for purposive sampling and guided the design of data collection
tools. However, after completing initial interviews and a preliminary assessment of sourced
documents, my interest in the policy-related processes subsequent to approval at the national
level grew, as the data suggested that this sub-national level was an under-addressed source of
policy implementation failures in Uganda. While it was not possible to fully pivot the existing
study design to comprehensively address this emerging area of importance, I decided to both
shift and expand the focus of the study and analyses to explore preliminary themes in this area.
This was possible in part because of the availability of existing data from healthcare workers

collected in an earlier stage of the ADD-RHD study (described further below).

Theoretical Framework and Orientation

As a result of the shift in study focus, two distinct conceptual approaches informed data
collection. No perfect model exists to structure questions about navigating national policy
requirements for new health technologies. Multiple frameworks exist to guide health technology
assessments, most of which come from the field of priority setting.[87] These frameworks are
designed to facilitate the integration of multiple sources of information in a systematic way to
facilitate for policy judgements on funding allocation in resource limited settings. Interest in
priority setting in low-and middle-income countries has grown alongside the rise of universal
health coverage as a global goal.[88] While designed with policy processes in mind, priority
setting frameworks are fairly technocratic and limited in their ability to integrate with the

activities beyond agenda-setting that are necessary to policy implementation. In contrast, the
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Technology Acceptance Model (TAM), the most widely used framework to study adoption of
new technologies, focuses on the perspective of end users of an innovation. The TAM is not
health specific and was derived from behavioral psychology and is designed to explain and
predict barriers to actual use of new technologies. [89] Despite this, the TAM has several helpful
advantages over priority-setting frameworks. It is simple (five constructs related in a linear
fashion), flexible, and does not require significant amounts of data to operationalize. I drew from
both the TAM and priority-setting theory generally for the study’s initial design (and the

development of the data collection tools).

For data analysis I adapted Fox and colleagues’ conceptualization of dimensions of political
commitment [90] and took a positivist frame to guide the inquiry. Fox’s political commitment
definition is comprised of three components: expressed, institutional, and budgetary.[91, 92]
Expressed commitment refers to statements made by politicians or others in leadership positions
in support of an issue. What constitutes a sufficient number of statements on or level of
enthusiasm about an issue for a leader to be considered “committed” is not explicitly
defined.[90] Institutional commitment involves the establishment of the organizational or
government structures required to advance a policy response to an issue. [90] Budgetary
commitment, as its name implies, is the allocation (or distribution) of financial resources to an
issue.[90] Figure 1 below presents these dimensions within conceptual clusters with the addition

of a fourth component, problem agreement.

Figure 1 Components of Political Priority
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Level of Political Priority

Very low —> Very high
Rhetorical Commitment Credible Commitment
Problem Expressions L Institutional Budgetary
Agreement of Support I Engagement Allocation

Source: Author created from Fox et al.[90] and Shiffman and Smith[93]

Approach and Data Collection

I used a qualitative case study approach to document the landscape of policy requirements for the
ACT software in Uganda and understand policy-related barriers to implementation.[94] I relied
on individual interviews supplemented by a desk review of existing regulatory and guidance

documents as well as published literature on the topic.

I sourced documents from publicly available websites, key informants, paper documents
available in government offices, and existing study team knowledge. Interviewees were also
asked about relevant guidance and policy documentation during semi-structured interviews (see
below). I reviewed two dozen relevant policies and guidelines. Documents fell into four

categories: strategic plans, practice guidelines, technical guidance, and laws.

Individual Interviews

In parallel with document review, I, in collaboration with colleagues at the Uganda Heart
Institute (UHI) conducted in-depth, semi-structured interviews with key informants in the policy
approval, development, and implementation process in Uganda. I also completed a secondary
analysis of data from interviews conducted with healthcare workers as part of the ADD-RHD

study’s implementation research objectives. This combined approach allowed me to connect
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interviewee perspectives on policy implementation at multiple levels—national, district, and

health center.

Sampling

A full list of interviewees is seen in Table 1. For national and district policy stakeholders I used
purposive sampling to select key informants from three stakeholder groups: policy decision
makers within the national government, district health officers, and technical advisors and RHD
researchers involved in centralized policy or regulatory approvals. To be eligible individuals had
to be working adults at least 18 years of age who fit the description of one of the key informant
categories. UHI colleagues and I contacted 11 individuals comprised as follows: 5 RHD
researchers/technical advisors; 3 district health officers (2 in Gulu and 1 in Lira); 3 policy
decision makers within the national government. A total of 5 individuals across categories agreed
to be interviewed. We collected data from October-December 2022. Interviews took place in-
person in both Kampala, Uganda (1) and at the local district health office (1), as well as remotely
via zoom. I and a UHI research team member conducted the interviews which were audio

recorded and which I subsequently transcribed.

Healthcare worker interviews for secondary data analysis

Interviews with healthcare workers were collected as part of the ADD-RHD study’s primary aim
to assess the acceptability of plans to decentralize RHD care using a new registry platform and
assess potential barriers to adoption for providers and administrators at health center I1Is. The
interview guides were informed by Proctor et al.’s definition of implementation outcomes and

Weiner et al.’s acceptability and feasibility implementation measures. [95, 96] They did not
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contain any questions specific to policy. I developed the sampling strategy and interview guides,
including refining them via our piloting of tools in ADD-RHD, and oversaw the data collection
and management process. Following from this experience, [ was deeply knowledgeable about the
corpus of data and aware of implementation themes present in the responses. I chose to leverage
this existing data set to try to fill some of the emerging gaps around sub-national policy
implementation, cognizant that given the original orientation and purpose of the data collection,

the insight these interviews provide will be incomplete.

The healthcare worker interviews were conducted in December 2021 (Lira) and July 2022 (Gulu)
at the 8 health center IlIs participating in the ADD-RHD study. For each health center we invited
all healthcare providers eligible to care for RHD patients, which was 4 providers at each health
center, for a total of 32 providers across all health centers. A Ugandan research team member
each screened individual by phone and invited him or her to participate. There was no additional
screening for eligibility. Interviews with healthcare workers took place in-person at the
provider’s working location in either Gulu or Lira districts in Uganda. Healthcare workers
interviews were conducted by a research nurse with training in qualitative data collection. All
interviews were conducted in English, one of the official languages used in Uganda. All

interviews were recorded and transcribed by a member of the Ugandan research team.

Table 1: Interviewees by Role

Interviewee | Role

Code

11-16 Healthcare provider at HCIII in Gulu
117-32 Healthcare provider at HCIII in Lira
1-33 RHD Researcher/Technical Expert
1-34 RHD Researcher/Technical Expert
1-35 RHD Researcher/Technical Expert
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1-36 District Health Official
1-37 RHD Researcher/Technical Expert

I used several best practices in qualitative data collection enhance rigor, including peer debriefs
and confirming statements by interviewees with published source where possible and followed
the Consolidated Criteria for Reporting Qualitative Studies in presenting our findings.[94, 97,

98]

Analysis

We used thematic network analysis to assess data from semi-structured interviews. The goal of
thematic network analysis is to produce an integrated, coherent narrative of themes and their
interpretation from the textual data.[99] Thematic network analysis has been used previously to
explore implementation questions,[ 100] understand health systems performance,[101] and to
understand local ownership of health equity policies.[102] Interviews were de-identified prior to
coding and each interview was assigned a number-stakeholder category code. I coded all
interviews. To ensure consistency in applying the codebook, I selected a sub-sample of 20
percent of the interviews (7) to review and recode twice, one week apart. The results of the two
coding sessions were compared and discrepancies were resolved by clarifying problematic codes.
I developed the codebook using a combination of pre-determined and emergent themes. A priori
codes were derived from Fox et al.’s categories of political commitment. Emergent codes
identified during the initial coding review and calibration were added to the codebook applied to

the full set of data. We used Atlas.ti for data management and coding.

Ethical considerations
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This study received ethical approval from the Makerere University School of Medicine Research
and Ethics Committee, the Ugandan National Council on Science and Technology, and the
University of Washington’s Institutional Review Board. We obtained written informed consent

from all interviewees prior to data collection.

Researcher Positionality

I, as the lead author, primary data collector for national policy interviews, and sole data analyst
am a White woman who is a doctoral candidate living and working in the United States. I have
14 years of experience and training in qualitative data collection and analysis, predominantly in
low-resource settings, including Uganda. The three staff members from UHI who conducted the
interviews of healthcare workers are Ugandan researchers, either nurses or public health officers.
They have prior experience conducting qualitative interviews with healthcare workers at health

center I1Is in Uganda.[79]

Results

Following two decades of engagement by cardiovascular disease researchers, RHD is now well
established on the Ugandan national health policy agenda, according to benchmarks proposed in
common agenda-setting frameworks.[93, 103] Effective, affordable interventions exist for
diagnosis and disease management, there is agreement on the severity of the issue and framing of
the problem by invested stakeholders, and the engaged policy community of actors is small, but
cohesive. This policy community recently seized a window of opportunity opened by global

focus on RHD in 2018 to advance a National RHD Strategy in Uganda.[78, 79]
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Global Theme 1: National Rhetorical commitment as a necessary foundation for implementation
As a result of this groundswell of RHD policy momentum, the ACT software emerged as well-
timed and well-positioned to further advance the RHD agenda operationally. Given the new and
untested nature of the ACT software researchers within the ADD-RHD study recognized the
need to secure political commitment for the tool and took a parallel, but distinct, approach to

garnering support for ACT as had been used to advance RHD more broadly.

Effective Navigation of Policy and Regulatory Requirements as a Tool for Buy-in to ACT: We

found expressions of political commitment for new RHD health technologies and the ACT
software in particular to be essential contributors to ACT’s implementation. Though the primary
focus of this study was on policies and procedures required to gain support for new health data
platforms, we also explored the requirements related to new health technologies broadly, given
the role that innovations in medical devices, such as hand-held echo machines, play in the
diagnosis and treatment of RHD. The policy process for soliciting commitment for health
technologies in Uganda differs substantively depending on whether the technology is a medical
device or data platform (See figure 2).

Figure 2: Institutions involved in approval of new health technology at the national level in
Uganda

33



Ministry of Ministry of Ministry of National
Finance, Trade S Health Information
Planning and ! Technology
Economic T Authority-Uganda
Development . ——
- Advisory Permanent
i Data use legal review
| COI"\TJlr:(IjIItCeael On Secr atary Technology review
—_— Equipment
Uganda National —
Revem_,le Bureau of Director
Authority Standards General
—
Directorate of Ofolce of thfe Office of the
Health p t|)r|<_ect|_o|r OI h Director of
Governance ublic Heald Curative
and Regulation *ﬁ Services
(_Dt_her ) Department of Department of Department of
Administrative Health Ner-Cammumiesiliz Planning,
Departments Infrastructure Biress Financing, and
Policy
%(—/
Clinical effectiveness review Health
= Medical Device Technologies Information
Management
Division
= Health Information Technologies
%(—/

Requirements for
integration with HMIS

Medical Devices Our search turned up no publicly accessible guidelines for the regulatory and
policy approval process for medical devices in Uganda. Medical devices are governed by a
collection of agencies within Uganda, including the Ministry of Health, the National Advisory
Committee on Medical Equipment (NACME), the Uganda National Bureau of Standards, and the
Uganda Revenue Authority. Interviewees identified the Permanent Secretary of the MoH as the
first point of contact when beginning the policy approval process for a new device, noting that
they were most likely to direct one to NACME. (I-33, [-34) The NACME was first constituted in
1989 and works in partnership with the Health Infrastructure Division and the Division of
Clinical Services within the Ministry of Health.[104] NACME is responsible for validating the
health benefits and functionality of the technology both during the proposal stage as well as
following up once a device has been deployed to hospitals or health centers to validate it is being

used and maintained as intended.[105] (I-34) As most technology is imported, the Bureau of
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Standards and Revenue Authority are also required to provide a Letter of Clearance before
devices can enter the country. (I-34, I-37) However, full progression through these official
channels was reported as variable for devices intended for use solely in research studies. The

main reason cited for avoidance was bureaucratic delay. (I-37)

Health Information Technology. As with the process for new medical devices, limited publicly
available documentation exists on the requirements for approval of health information
management technologies. Researchers working on the ACT software succeeded in navigating
the policy environment based on extensive prior experience working with the key actors in
Uganda, and described the process as straightforward, predictable, and time consuming. (I-33-
35) Responsibility for approval of these technologies is shared between multiple departments
within the MoH and the National Information Technology Authority in Uganda (NITA-U). For
each institution, the research team involved in the ACT software study provided a written
proposal and in-person presentation on the platforms’ key features and underlying evidence base.
(I-34) Within the MoH, interviewees identified the Director of Health Information, whose office
oversees the health management information system (HMIS), the Director General of Health
Services, and the Director of Noncommunicable Diseases as primary focal persons. [106] (I-34,

1-35) The MoH staff review focused on the health-related dimensions of the software. (I-34)

NITA-U serves as the regulatory body for information technology in Uganda. NITA-U’s remit is
not health-specific but covers all utilization of information technology in both public and private
sectors. Though NITA-U was established in 2009, interviewees described the review process as
still under development, contributing to the 18-month timeframe required for obtaining clearance
for ACT. (I-34) The choice to store ACT data outside of Uganda led to the need for legal

representation, both by UHI and the Cincinnati Children's Hospital Medical Center, the lead
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international implementing partner for ADD-RHD, to develop a legally acceptable data-sharing
agreement. (I-34; [-35) This requirement added both time and expenses to the review process.
Despite its opacity, interviewees were clear in describing the NITA-U engagement as a strength
of the system, praising the support and communication they received throughout the process. (I-
33, 1-34) They also stressed the value of engaging with government officials during the
software’s conceptualization and design phase, noting that officials provided feedback on content
and technology decisions to help the ACT software avoid the pitfalls of other EMRs.[86] (I-33,

I-35

Institutional Trust and Credibility is a Powerful Determinant of Success in the National Policy

System: The perception of institutional actors involved in advancing a policy topic has been
shown elsewhere to be a critical feature of successful efforts to increase the profile of issues on
the policy agenda, which was true in Uganda.[103] UHI is a highly trusted organization in this
field and lead investigators have long relationships with policy decision makers. (I-34, 1-35, [-37)
Because the use of the ACT software is part of a larger research study led by the same
individuals who motivated attention to RHD on the national agenda, the need for regulatory

approval opened its own political window of opportunity.

Box 1: Alignment with the Privacy and Data Protection Agenda Created Complications
and Opportunities

The development of ACT aligned with increased prioritization of privacy and data
confidentiality within the Ugandan political agenda. The Ugandan Parliament passed the Data
Protection and Privacy Act in 2019.[107] The act formalized Uganda citizens’ right to privacy,
making Uganda the first country in the region to do so, and outlined seven data collection
principles that must be adhered to by all actors who collect, hold, process, or use personal
data.[108] As evidence of organizational commitment to the political priority of the issue, the
Personal Data Protection Office was created within NITA-U to enforce compliance. In our
thematic analysis of data from interviewees, privacy and confidentiality of patient data
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emerged as a central determinant of engagement with new health information technology
across all levels, from the national regulatory process to provider experience with patient care
management systems. Interviewees linked data protection to the perceived usefulness of the
software as well as identified it as a conceptual barrier to patient care. Establishing a legal data
sharing agreement for the information collected within the ACT software and ensuring the
security of data stored on the servers of external institutions was the central concern of NITA-
U and the primary issue that delayed regulatory approval. (I-33, 1-34) Echoing these legal
safeguards, there was a strong perception among healthcare workers that data in an electronic
registry like the ACT software would be more secure and less prone to confidentiality
breaches, despite the majority of healthcare workers having never used an EMR in their
practice. The primary reason given for increased privacy was the ability to limit how many
individuals can have access to a patient’s record in an EMR as compared to the current paper
register. (I-8, I-17, 1-30) One individual shared

Computerized things are almost not exposed, it’s only between you and the client. Because
what the client tells you is what you enter into the computer... Anyone can access the [paper]
register because with the registers, like right now, the registers are outside the record
department so, anyone can open and see. (1-22)

Healthcare workers stated that the primary consequence of a breach of patient confidentiality
is that client choose to stop attending the health center and, in some cases, stop receiving care
altogether. (I-1-6, 1-8-9, I-11-15, 1-17-18, 1-29, I-31)

Global Theme 2: A Gap in Sub-national Institutional Capacity Limits Credible Commitment to
Policy Implementation

Our data collection and document mapping revealed that for electronic medical records,
rhetorical commitment at the national level is a necessary but insufficient path to
implementation. Conceptually, institutional commitment is thought to be a more durable measure
of political intention because of the resources (time, human, financial) required to stand up
bureaucratic structures.[90] While institutional engagement between UHI, the MoH, and NITA-
U was a strong predictor of ACT’s success within the national policy landscape, a different story
emerged as policy implementation extended to the subnational level. Missed opportunities for
engagement by researchers with subnational institutions in the technology deployment process
and insufficient capacity within government to develop operational policy and guidelines at

district and health center levels reveal a health policy system.
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A Missing Link: Operational Policies and Guidelines

Providers at health center IlIs were generally very positive about the potential for using ACT

software for managing their RHD patients. As one stated,

You see the world is now digitalizing so I prefer we should now start using the electronic
[registry]. (I-19)

But when pressed on the question of how to integrate ACT, interviewees offered multiple
challenges. Most of the described barriers were related to financial resource and training needs, a
common issue for EMR implementation in Uganda.[84, 109] Interviewees also highlighted the
role that specific guidelines on the expectations and procedures played in integrating the new

tasks into providers’ workflow.

Guidelines are actually used a lot at the lower facilities. If you go to the health center Il center
1V those guidelines on the tables and for clinical, they work with those guidelines in their
pockets. (I-33)

< 299

These operational documents, referred to as “little ‘p”” policies, help to contextualize national
laws and strategies and identify the implementation steps applicable at each descending level of
the healthcare system. They are often developed by what Bullock et al term “street level
bureaucrats”.[110] These are individuals at sub-national levels who have substantial discretion
over the implementation of policies and interact to some degree with end users.[111] In Uganda,
which decentralized its health system beginning in the mid-1990s, a leading group in this
category is district health management teams, who have substantial autonomy to interpret and

implement MoH programs.[112, 113] The presence of this cadre of technical personnel has not
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resulted in the production of corresponding policy documentation. Even interviewees deeply
knowledgeable about the steps for EMR integration were unsure where to look for appropriate

guidance. As one researcher put it

“The fact that I don't know also tells you something. Like probably I should know. So the fact
that I don't know also tells you something. But one thing that I'm getting to appreciate is
that...information is available but we just don't know... I think that comes from maybe the

government is not doing enough to increase the awareness of the services or the information
that's available.” (1-33)

Business as Usual Leads to Missed Opportunities for Engagement The institutional strength of

UHI also contributed to barriers to government engagement. Healthcare workers perceived the
new ACT software as useful, (I-18, [-21-22, I-31) but expressed significant reservations about its
ease of use, (I-5, I-7, I-13, [-20-21) identifying training as one of the key determinants of their
likelihood of integrating it into practice. (I-1, I-5-7, I-13-15,) As a result, the ADD-RHD
program has incorporated a significant training component to the decentralization plan and ACT
software roll-out. The ADD-RHD engaged with district health officials to solicit buy-in for
approval of activities in their catchment areas, but the training was designed and delivered by the
research team based at UHI, with input from international collaborators. It is a rational approach
given the training demands on the MoH but cuts off an avenue for increasing political
commitment through institutionalizing training within the MoH and district health offices. Two
interviewees highlighted the lack of institutionalization as contributing to past failed efforts to
prioritize new technology, including the prior rollout of an EMR, at health centers and referral

hospitals. (I-33, [-36)
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A revised framework for understanding the intersection of political commitment and policy
implementation

Based on the results of the analysis I expanded my initial depiction of the dimensions of political
commitment into the integrated framework seen in Figure 3. This working framework positions
the global and organizing themes identified during the study in relation to one another, with
elements in gray denoting gaps or weaknesses in the current approach to implementation of
policies for new health technologies in Uganda. The framework offers a preliminary hypothesis
of an initial set of constructs that could be tested in future studies.

Figure 3: Hypothesized framework for the relationship between national political
commitment and sub-national policy implementation in Uganda
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In this study I first map the national regulatory process for new health technologies in Uganda,
through the case study of ACT, an electronic medical record and care management web
application designed to facilitate access to care for RHD. I show that the key actors involved in
approving new technologies differ depending on whether the technology of interest is a device or
information tool, with the Ministry of Health retaining near exclusive effective oversight of the
former. For innovations that address health information, a growing body of organizations claim
ownership, driven partly by an elevated attention to privacy within the broader Uganda policy
landscape. As these organizations, like NITA-U, are still in the process of being fully
established, the approval process for health technology is complex and resource-consuming, in
terms of both time and cost. While the ADD-RHD study absorbed these expenses given the
centrality of the ACT software to its objectives, this could be a significant barrier to less

resourced implementers.

I identified features of the national process that provide evidence for the Ugandan government’s
political commitment to ACT as an extension of the recently established prioritization of RHD
on the national health agenda. This rhetorical commitment at the national level emerged as a
necessary characteristic for the study’s future aspirations for the ACT software. In light of the
successful navigation of ACT through the national approval processes, and in anticipation of
demonstrating its effectiveness as an RHD registry, efforts are already underway to onboard
ACT as the exclusive RHD case management tool and integrate it into Uganda’s health
management information system. [114](I-34) This will require working through the Ministry of
Health to facilitate uptake in health centers at scale. This study revealed two significant obstacles
to those policy implementation aspirations. First, there is an absence of operational policy and

guidance related to electronic medical records systems. This finding is in line with earlier work
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of Nabyonga Orem and colleagues who found that fewer than 40% of centrally developed
guidelines in Uganda had been successfully disseminated to sub-national levels.[115] Second,
and relatedly, the tendency of RHD implementers to directly develop and deliver relevant
policies, such as guidelines on clinical practice, guidelines on use and maintenance of new
technologies, and related trainings is a missed opportunity to build needed capacity in policy

translation and technical advising at the sub-national level.

This study has several limitations. Most important was the low response rate from contacted
interviewees at the national and district level. Though UHI colleagues and I made efforts through
multiple channels to contact government officials within departments referenced by other
interviewees, scheduling challenges precluded successful interviews of national policymakers.
Our experience was similar to colleagues who sought to engage national policymakers outside of
their regulatory approval role around the ACT software’s design.[86] Of note, the district
officials who declined our invitation stated that they did not feel qualified to speak on the
subject, explaining that they had limited or no experience with the introduction of policies for
new technologies in their districts. While I am limited in the inferences I can draw from an
absence of data, the reaction of the district-level officials is in line with our broader finding that
capacity at the meso-level of policy implementation is a key barrier to ACT’s rollout success. |
plan to do follow-on interviews as part of the evaluation of implementation objectives for ADD-

RHD to further explore and validate the preliminary findings discussed here.

I also encountered several challenges with accessing relevant policy documents. Policies and
guidelines were not well catalogued, with limited information as to what version was in effect.
Given the ambiguity of dates it was often difficult to map the guidance referenced by informants

during interviews to corresponding printed documents. When possible, I followed up with
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interviewees to request direct confirmation that I had identified the correct document, but this

was not always feasible.

Uganda is not alone in lack of awareness around and inconsistency in health policies for
innovation. Experiential knowledge is gained through navigating the process, but this is not well-
documented. As such, I hope these findings may assist other developers of innovative health
approaches in Uganda to navigate an oftentimes opaque system of approvals at the national level
and demystify some of the steps involved. The main findings offer clear avenues of future
research on investment in sub-national operationalization of policies and the infrastructure
required to institutionalize them. Several of these questions will be addressed in Accelerating
Delivery of rheumatic heart disease preventive iNterventions in Uganda (ADUNU), an
implementation science study currently underway testing strategies for supporting the Ugandan

MoH in scaling up decentralized RHD care nationwide.
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Abstract

Background: Malawi has made significant improvements in provision primary care, but tertiary
care has languished, despite growing global evidence that affordable, feasible services exist.
Increasing the political priority of tertiary care on the national health agenda in Malawi is a
necessary first step to improving access. One pathway to achieving this attention is through

inclusion in the Malawi Essential Package of Health Services (EPHS).

Methods: I employed a modified process tracing methodology to capture the emergence of
tertiary hospital within the EPHS and identify factors that led to this change. I drew from the
Shifffman and Smith framework for determinants of political priority, and the SPIRIT action
framework to develop a preliminary set of potential causal mechanisms of influence on the
contents of the EPHS. I combined data from documentation; individual interviews; and meeting
participation and observation to test the strength of the causal role of each pathway in the causal

map

Results: The results reveal that the process of research creation acts as a catalyst for increased
attention to tertiary care on the health agenda in Malawi. The evidence for the causal role of
other determinants varies. Evidence was weak or equivocal for the availability of credible
indicators as well as the role of the internal frame and leadership. Within actor power,

prioritization by donor institutions emerged as sufficient to firmly set an issue on the health
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policy agenda, but was not a necessary element, as evidenced by the attention and funding
allocated to other priorities. The strongest evidence was for the availability of effective
interventions, the presence of cohesion within the policy community, and the opening, or abrupt

closure, of a window of opportunity for policy action.

Discussion: This study presents a first of its kind assessment of how tertiary care rose on the
national health policy agenda in a low-income country. Through outlining the process and
identifying the most influential determinants of priority in Malawi, I hope to provide insight into
opportunities for researchers, technical advisors, and practitioners to more effectively engage

around this overlooked health system platform.
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Introduction

Limited access to tertiary hospital care is an important cause of death and ill-health in Malawi.
Malawi has made significant progress in improvement of care at the primary level, but tertiary
care has languished,[116, 117] despite growing global evidence that there are affordable, feasible
tertiary care services for low- and middle-income countries (LMICs). A key factor in improving
the quality of and access to health services is their presence (or lack thereof) on the national
policy agenda. In highly resource constrained settings, one pathway to presence on the health
policy agenda is through an issue’s inclusion in an essential health benefits package.[118, 119]
Health benefits packages have received renewed attention over the past two decades due to the
World Health Organization’s (WHO) focus on universal health coverage and represent a unique
path through which academic researchers attempt to influence political priorities in LMICs.[120,

121]

In Malawi, the Essential Package of Health Services (EPHS) is a well-established policy
mechanism, that undergoes regular revision as part of the National Health Sector Strategic
Planning (NHSSP) process.[122, 123] First adopted in 2004 it was integrated into the Malawi
National Health Policy in 2018 to guide rational and equitable use of health care.[124] The
Malawi EPHS development follows an evidence-based approach integrating economic data with
stakeholder input to identify what is intended to be an optimal set of interventions to maximize

health gains given the level of available resources for the health sector.

The Department of Planning and Policy Development (DPPD) within the Malawi Ministry of
Health, in collaboration with the Health Economics and Planning Unit (HEPU) at the Kamuzu
University of Health Sciences, has just completed its 2-year long revision of the country’s

essential health package.[125] I sought to understand the undulations of care services at tertiary
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hospitals on the Malawi health policy agenda by leveraging this timely process. In this paper I
trace the mechanisms by which tertiary care services gained, and ultimately lost, prominence

within the EPHS revision process.

Methods

Methodological orientation and theory

I employed a modified process tracing methodology to capture emergence of tertiary hospital
care from overlooked platform to credible candidate for EPHS prioritization and identify factors
that led to this change. Process tracing is a type of qualitative case study method whereby
multiple data sources are integrated to link specific inputs and actions to subsequent policy
effects [126, 127]. Process tracing has been used successfully to investigate the evolution of
political prioritization in for health conditions at the multinational level as well as in multiple
LMIC contexts [128-137] . The goal of process tracing is to identify the components involved in
policy development and, by analyzing their temporality, intensity, and relationship to actors and
the policy outcome, suggest which might operate as causal mechanisms for change. I applied the
process tracing method to a single case study in Malawi to take advantage of the strength of case

study methods in linking data to context.[138]

Two frameworks guided this work: the Shifffman and Smith framework for determinants of
political priority, and the SPIRIT action framework. The Shifffman and Smith framework
outlines 11 determinants grouped into four overarching categories (actor power, ideas, political
contexts, and issue characteristics).[ 134] Collectively these determinants inform a health issue’s
the political priority, which the framework creators define as the “degree to which international

and national political leaders actively give attention to an issue, and back up that attention with
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the provision of financial, technical, and human resources that are commensurate with the
severity of the issue”[134], p. 1370]. The SPIRIT Action Framework uses a linear
conceptualization of catalysts, capacity, research engagement actions, and outcomes as a guide

for how research can inform health policy.[139]

I relied on three primary sources of data to inform the process tracing approach: documents
(including government policy and process documentation and peer-reviewed academic

literature); individual interviews; and meeting participation and observation.

Document review and construction of the proposed causal process

I first created a history of tertiary care within the national health policy and EPHS revision
processes drawing from documentation (meeting schedules, planning documents, attendee and
reviewer lists, technical reports) and interviews among HEPU staff and technical staff from the
Ministry of Health. I collected and reviewed approximately 90 different documents, both public
and internal, including policies, drafts, and peer reviewed published literature. I identified
relevant documents through internet searching of organizational websites (e.g., the Malawian
Ministry of Health), professional knowledge of the research team, and soliciting
recommendations from stakeholders. I used the results of this mapping to develop a preliminary
set of potential causal mechanisms of influence on the contents of the EPHS, as a microcosm of

the broader national health agenda in Malawi.

Participant Selection, Setting, and Data Collection

For individual interviews, I developed a semi-structured interview guide informed by the
Shiffman and Smith policy agenda setting framework. The guide was reviewed by staff at the

Health Economics and Policy Unit and Department of Planning and Policy Development. In

48



person interviews too place in March 2022 in Lilongwe, Malawi. Additional interviews were
conducted via videocall from March— October of 2022. I purposefully sampled participants to
obtain a cross-section of representatives from key groups in the policy revision process:
government officials, national technical advisors, international technical advisors, and district
health leadership. I also targeted individuals with deep historical knowledge of the EPHS and
tertiary care. A total of nine interviews were conducted across both formats (See Table 1). The
sample was smaller than my initial expectations, but within the range of what has been shown to
be necessary for conceptual saturation [140] and the targeted sampling approach is in line with
that taken in other process tracing studies.[141] I obtained informed consent from all
interviewees. I led most interviews, with a colleague from HEPU present for all in-person
interviews. Interviews took 30-60 minutes depending on the role, knowledge, and availability of
the interviewee. All interviews were conducted in English. Audio recordings transcribed in
batches after collection, prior to data analysis. I supplemented the documentation and individual
interviews with data from direct observation. I attended a series in person meetings in Lilongwe
October 2019 focused on tertiary care and surgery as well as the HSSP III Development
Workshop in March 2022, also in Lilongwe. A high-level self-guide for observational data
collection based on the hypothesized mechanisms in the policy process tracing guided the my

data documentation while on-site.

Table 1: List of Interviewee Types

Interview Type of Interviewee
Number

1 District Official

2 District Official

3 Government Official
4 Government Official
5 Government Official
6 Technical Advisor
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7 Technical Advisor

8 Technical Advisor
9 Technical Advisor
Data Analysis:

In line with the policy process tracing approach, I used Shiffman and Smith and SPIRIT Action
Frameworks to create a hypothesized causal pathway of tertiary care’s changing presence on the

health policy agenda in Malawi.

For the individual interview data, the hypothesized pathway formed the basis for our coding
scheme. The included constructs from each framework were used to define an initial list of codes
that were applied to the data. These a priori codes were complemented by inductive codes
focused on categorizing the role and robustness of potential causal mechanisms and their
relationship to independent and dependent roles of evidence use during the national strategy
revisions. I used Atlas.ti to manage data and coding. I and another coder applied the codebook to
one interview, and then revised and clarified definitions before jointly coding the remainder of
the interview data. The analysis focused on iteratively relating the constructs proposed by the
Shiffman and Smith framework to the mechanisms of action identified in the initial causal

process map (see Figure 1).

I used several best practices for case study methodologies to minimize bias and enhance rigor.

These included triangulating data from multiple sources and data types as well as independently
corroborating events described interviews with published documentation.[138] I have also used
the Consolidated Criteria for Reporting Qualitative Research to organize the presentation of the

methods and analyses.[142]

Research Team and Relationship with Participants
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I was the primary interviewer and lead for data analysis. I am a doctoral student at the University
of Washington who has previously conducted qualitative research in the areas of HIV/AIDS
program evaluation and polio eradication. I am a white, non-Malawian (American) woman, who,
critically, has not previously worked in Malawi for an extended period of time. In addition to
entering the data collection process as an outsider, I was also a member of a stakeholder
population of interest (an international researcher collaborating on UHC projects in Malawi) who
has a professional relationship with several other members of this population category as well as

a working professional relationship with the policy community in Malawi.

Ethical Considerations

This study was reviewed and approved by the National Health Science and Research Council of
Malawi and the University of Washington’s Institutional Review Board (determined to be

exempt).

Results

Tertiary Care in Malawi

Tertiary care has undergone a gradual evolution in attention in Malawi that has, in many ways,
paralleled the growth of surgery more broadly. Table 2 below outlines the key events in the
trajectory of tertiary care within the Malawi health policy agenda. It also highlights ways in
which efforts to enumerate interventions built upon each other to lead to consideration of tertiary

care services for inclusion the 2022 EPHS.

Table 2: Timeline of Key Events for Tertiary Care Policy in Malawi

Millennium Development Goal Era
“Leadership focused on MDG targets”
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e 1996 The College of Surgeons of East & Central and Southern Africa (COSECSA) if
formed from a steering committee of the Association of Surgeons of East Africa [143]
e 2004 First Essential Health Package is developed and released[123]

Universal Health Coverage Era
Donor interest in tertiary care grows, increasing research and academic publications

e 2008 Trauma care study at Kamuzu Central Hospital [144]

e 2009 University of North Carolina Malawi Surgery Initiative[ 145, 146]

e 2012-2016 Lilongwe Institute of Orthopaedics and Neurosurgery (LION) Trust
demonstrates Norweigan Investment interest [147]

e 2011 Second Essential Health Package is developed and released [122, 123]

e 2016 National Health Sector Strategic Plan II is passed; includes new Essential Health
Package

Traction gained during EHP (now Essential Package of Health Services — EPHS) revision
e October 2019 — Essential surgery meeting for the Bergen Center for Ethics in Priority
Setting
e 2019-2021 EPHS Drafting occurs (gathering of economic data, presentation to
technical working groups in Ministries); multi-criteria decision analysis approach used
for first time to prioritize among tertiary care interventions lacking sufficient
traditional cost-effectiveness data
o Feb 2021 Initial Draft Workshop
o Feb 2021 Validation meeting with district and central hospital teams
o March 2022 — National NHSSP workshop; EPHS with tertiary care elements
presented as part of one of the working groups

Shock to the fiscal space for health
e August 2022: Currency Devaluation (Kwacha devalued by 25%) leads to Forex
problems. [148] Fiscal space for EPHS under revision shrinks, leading to tertiary care
being removed.
e November 2022: NHSSP III Finalized

Notes: EHP = Essential Health Package; EPHS = Essential Package of Health Services;
NHSSP = National Health Sector Strategic Plan

Hypothesizing the relationship between determinants of political priority for tertiary care

Figure 1 presents the hypothesized map of causal mechanisms for the changing political priority
of tertiary care on the Malawi health agenda. In addition to the expected interdependent

influence of actors, ideas, issue characteristics, and political context, our initial exploration
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suggested that changes in research availability and focus played a central role in the recent shifts.
As such, the map draws from both the Shiffman and Smith and SPIRIT Action Frameworks to

situate research within the larger contextual political processes underway in Malawi.

In the proposed process diagram, two policy windows bookend tertiary care’s changes on the
agenda. The expectation was that the anticipated review of the essential package of health
services as part of the NHSSP 5-year revision cycle would prompt renewed engagement with
academic health researchers, providing an opening for advocacy regarding tertiary care. This
would catalyze a cycle of research generation, evaluation, and uptake that would lead to a

coalescence around the key dimensions of tertiary care as an issue.

The results of this collective understanding of demand and supply for tertiary care should feed
into to the ongoing, structured NHSSP revision process through the mechanism of a list of
priority interventions within the EPHS. This policy mechanism, alongside the leadership of key
individuals and institutions, would come together following the finalization of the NHSSP III to
establish tertiary care services as key set of publicly funded health care options in Malawi. This
would demonstrate not only attention, but also commitment of technical and human resources to

the issue, and thus an increase in political prioritization.
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Figure 1: Proposed Process of Changes to Political Prioritization of Tertiary Care
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Not all determinants within the Shiffman and Smith framework emerged as relevant in

explaining the status of tertiary care’s prioritization. Below I explore the key categories in turn.
Issue characteristics

Tertiary care struggles from several disadvantages with respect to issue characteristics, which are
evident in Malawi. With respect to credible indicators, the range of services delivered via the
plaform, from orthopedics to obstetrics to management of complex illness require dozens of
metrics to effectively track.[116, 144, 149, 150] Recent efforts to document the status of tertiary
care capacity and utilization in Lilongwe and Blantyre relied upon time and resource intensive
retrospective record reviews [149, 150] or real-time creation of a hospital care registry [144].
While central hospitals are part of and required to report into the national health management
information system (HMIS), the Malawi HMIS suffers from significant limitations in staffing,

technical capacity, and funding, [151] making it an unreliable source of credible indicators.
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However, the fact that most patients admitted to tertiary care facilities are admitted for surgical

diagnoses [116] may provide an opening for more cohesive tracking, reporting, and advocacy.

Much stronger evidence for the causal role of issue characteristics came from the availability of
effective interventions. This was also where I found the first intersection between the research
generation and use cycle and agenda setting in Malawi. I hypothesized that, taken together, this
new and existing research on effective interventions would be a driving force in the increased
prioritization of the tertiary care platform. Multiple interviewees spoke of the availability and
ease of identifying interventions for well-supported conditions such as HIV, malaria, and
maternal health, during their descriptions of the EPHS construction process. (I-8, 1-4, I-3)
Evidence for the effectiveness and feasibility of interventions beyond the community and
primary care level has substantially increased in the UHC era. For example, improvements in
data on surgery and cancer in LMICs has precipitated recommendation lists of tertiary-level
interventions in global reports such as Disease Control Priorities, included alongside similar
packages of services for lower levels of care.[152, 153] These interventions are broadly cost-
effective and estimated to be affordable at initial coverage levels.[152] The intervention lists,
while derived from empirical data in LMICs, have been developed and advanced as research
products.[154, 155] They were led by physicians and scholars at large academic institutions and
are published in traditional peer reviewed academic journals, in addition to being available

electronically on organization websites.[155, 156]

In Malawi, these documents were instructive, but insufficient. As a result, both the current and
prior EPHS processes catalyzed the development of new analyses on disease burden, and cost
effectiveness for primary and secondary level services, thanks in large part to the strong existing

structure governing EPHS revisions. (I-4) However, for the tertiary level stakeholders repeatedly
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noted that the absence of typically-used data on costs and intervention effectiveness was a main
reason for its omission in the current EPHS. (I-4, 1-6, I-7) This was also the motivation for using
a new multi-criteria decision approach to reviewing and prioritizing potential interventions for
inclusion. This structured analysis took place in concert with the review of existing evidence for
primary and secondary care interventions between August 2021 and February 2022, led by the
DPPD. Each of these research and prioritization exercises undertaken by the Ministry of Health
provide strong evidence of the shift in political priority, but taken together were still not

sufficient for tertiary care to be firmly on the health policy agenda in Malawi.

Ideas

Through the model I hypothesized that the research on effective interventions catalyzed by the
EPHS revision process should lead to increased coherence in the internal frame of the issue. The
importance of a strong internal frame was made clear by interviewees. When asked why tertiary
care had yet to appear prominently in prior iterations of national policy documents, multiple
interviewees cited the importance of goals in general, and the influence of the Millennium
Development Goals in particular, on the shape of priorities in earlier essential health packages.

(I-3, I-4, I-6) As one interviewee noted:

The alignment to international goals has been always echoed in the health sector strategic plan,

and then the essential health package reflects that type of care that is supposed to be given. (1-3)

However, discussion over the course of the health sector strategy and topic-specific meetings
suggested that this did not occur. Interviewees expressed confusion over what the revised EPHS
was supposed to cover, the process by which it was created, and how it was intended to be used.

(I-1, I-9) During the HSSP III Development Workshop in March 2022, the EPHS was discussed
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in multiple working groups, with different conclusions reached regarding the health sector’s
readiness with respect to human resources, governance, financing, and service delivery to expand
beyond primary care. Disparate conversations likely stemmed from the complexity of non-
primary care implementation, but provide evidence that the policy community has yet to achieve
consensus on the key features of tertiary care services. However, this evidence was insufficient
to make a definitive judgement on the necessity of a strong internal frame to agenda

prioritization in Malawi.

Actor power

I expected the body of research created as part of the revision process to be one of many
influences converging within the political process, though its relative importance compared to
key actor groups was unclear. Beyond research, I hypothesized that three determinants of actor
power would play a causal role in the health agenda-setting process.: political community

cohesion, guiding institutions, and leadership.

The community of individuals and organizations with a stake in improving tertiary care policy in
Malawi is notably fragmented. One of the most invested groups is individuals who implement
services at this level, including physicians (primarily surgeons and but also general practitioners)
at the central hospitals and district hospitals, along with district health management teams. (I-1,
[-7)[147] Researchers working on specialty health services and priority setting also emerged as
influential. While these communities were small, individual members of each focused on
advancing different dimensions of the EPHS within the policy process.[157] A subset of these
individuals, including myself, participated in the NHSSP and EPHS planning workshops in other
capacities, but there was no collective advocacy for tertiary care. While I did not extensively

evaluate other levels of service delivery, the disconnectedness of tertiary actors stood in contrast
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to how interviewees spoke about policy communities within the community care platform. (I-1,
I-3) Interviewee comments were supported by the existence of a national strategy document that

laid out policy priorities at this level of care.[158]

Within the policy community donors are particularly important to prioritization in Malawi.
Donor interest in topics and interventions primarily delivered at the tertiary level is growing, as
can be seen in the investments in Lilongwe Institute of Orthopaedics and Neurosurgery and
University of North Carolina’s surgery residency program. But this has not reached the same
level of influence as that of vertical programs in HIV, malaria, maternal health, neonatal
mortality, and child health. Donors for these conditions operate independent parallel systems in
Malawi with non-fungible budgets. Donors were included in some stages of the EPHS
development process, in particular on technical working groups, but not all. There were, for
example, few donors represented at the March 2022 HSSP III Development Workshop, which
focused on soliciting input from district representatives. No donors led or served as consultants
for the health systems building blocks working groups that provided the most written input into
the NHSSP II1.(I-7, I-9) However, collective donor budgets for vertical disease programs
account for 50 percent of the available resources for health in the country.[125] As a result,
despite this modest official role in the EPHS development process, the practical effect is that
donor priorities are explicitly incorporated into the EPHS intervention enumeration activities, as
they do not face the same funding constraints as interventions in other areas and the resources for
donor interventions cannot be reallocated.(I-7, I-9) Of note, this does not suggest that donor
priorities are at odds with that of other actors. Evidence for this is seen in the fact that three-
quarters of the interventions in the primary and secondary EPHS are in support of conditions for

which there are vertical programs.[125] The remaining 25 percent are for interventions for non-
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communicable and neglected tropical disease that are not the purview of any major funder in
Malawi currently.[125] Taken together, this demonstrates strong evidence that prioritization by a
donor is sufficient, but not necessary, to lead to prioritization of a set of interventions within the

EPHS.

The findings on leadership were mixed. Several staff at the DPPD were strong champions for
tertiary care, but realism about what was feasible within the resource constraints facing Malawi
appeared to temper the forcefulness of their advocacy. Some of the most powerful leaders came
from the ranks of physician scholars. Attention to tertiary in Malawi has been largely driven by
health professionals, specifically members of the surgery community. The newest revision also
followed several years of growing momentum around surgical care both globally and nationally.
The revision of the EPHS for the NHSSP III coincided with the conclusion of the technical
assistance provided by the consultants who had been engaged for economic analysis for the
NHSSP I1.[159] (I-4) The DPPD’s need for additional support during the preparation and
stakeholder engagement phase of the EPHS revision led to the opportune engagement of a

technical expert with experience in hospital care service delivery. (I-8)

Political context

The NHSSP revision process provided an essential window of opportunity for tertiary care’s
emergence onto the health policy agenda. This typically 5-year planning process was modified to
an eight-year timeframe to coincide with the Sustainable Development Goal target date of 2030.
The explicit connection to the Sustainable Development Goal era led to a focus on universal
health coverage, which is amenable to the inclusion of tertiary care services within
comprehensive national strategies. Equally importantly, interviewees indicated that fiscal

pressures caused by Malawi’s rapidly growing population and limited health budget converged
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to provide strong pressure to think about the EHPS from a health systems perspective in order to
improve efficiencies. (I-4, I-6, I-7, I-9) While the tertiary level is supposed to be restricted to
provision of specialized services, nearly 70 percent of the services provided by central hospitals
are ones designated for delivery at lower levels of care.[117] One of the primary reasons for
referral from a health center to a higher level of care is lack of available medications. (I-1)
Rationalizing services away from tertiary care to delivery at the appropriate level of the health

system emerged as a key strategy to defining a feasible EPHS in the NHSSP III. (I-1, I-4, I-7)

However, the political window for tertiary care in the EPHS proved short-lived. In May of 2022,
the Royal Bank of Malawi moved to devalue the country's currency, the Kwacha, by 25 percent
following a shortage of foreign currency. This, coupled with a decline in aid from international
donors in response to concerns about corruption, dramatically shrank the fiscal space available
for health. In response, the staff at the MoH responsible for finalizing the NHSSP III decided to

remove tertiary care services from the EPHS.[125, 160]

Discussion

Taken together the data confirmed the hypothesis that the research creation process acts as a
catalyst for increased political prioritization for tertiary care on the health agenda in Malawi.
Beyond this there was wide variation in the evidence for causality across the determinants of
influence drawn from the Shiffman and Smith framework. Evidence was weak or equivocal for
the availability of credible indicators as well as the role of the internal frame and leadership.
Within actor power, prioritization by donor institutions emerged as sufficient to firmly set an
issue on the health policy agenda, but was not a necessary element, as evidenced by the attention

and funding allocated to other priorities. The strongest evidence for causal mechanisms was for
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the availability of effective interventions, the presence of cohesion within the policy community,

and the opening, or abrupt closure, of a window of opportunity for policy action.

This study complements a growing body of literature on understanding the determinants of
health policy agendas in LMICs. To date, most of the work in this areas has focused on specific
conditions, such as hepatitis C,[161] or health areas, such as oral health[162], neonatal
mortality,[ 163] and surgical care. [129] To my knowledge this is the first examination of the
political priority of a platform of tertiary care services in any setting. Similar to what has been
reported in these disease area-focused efforts, I found that changes in the prioritization of tertiary
care resulted from a dynamic, interdependent relationship between actors, political context, and
windows of opportunity. However, advocacy from civil society organizations did not play a
prominent role in the progression of tertiary care, a notable departure from the findings of

Shiffman et al.[163], Smith [135], and Dare [129] in similar low resource settings.

Limitations

This work is subject to several limitations. Despite multiple outreach efforts I was unable to
include select high-level political leaders and representatives of major funding organizations
among our interviewees. With respect to the role of funders, I was still able to capture and
include important examples of influence through the information provided by national and
district policy officials who worked extensively with these organizations. How representatives of
funding organizations perceive their influence on the heath policy agenda in Malawi is an area

worthy of future research.

The approach was also limited by the focus on the Essential Package of Health Services as policy

mechanism and proxy for presence on the health policy agenda. Despite such a long period in
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use as national health policy in Malawi, it remains unclear the degree to which the EPHS is used
for decisions such as prioritization of resource allocation or informing condition-specific national
strategies and guidelines. There is currently no standalone tertiary care or surgery-specific
national guidance in Malawi, suggesting that, despite its stated purpose, the EPHS may have
limited ability to catalyze subsequent stages of political prioritization, including budgetary and

institutional commitment.[164]

Finally, my professional relationship with HEPU and support of the DPPPD staff in their
revision of the EPHS allowed me to take on the role of participant observer, leading to an
immersive understanding of the dynamics of the policy generation process. However, this
introduced a risk that the author’s presence artificially disrupted the underlying policy

development process.

Implications for practice and policy

Through outlining the process by which a complex health system platform gained status on the
policy agenda in Malawi, I have identified opportunities for researchers, technical advisors, and
practitioners to engage around tertiary care. More directly, this study was developed in
collaboration with staff at HEPU, a department within the Kamuzu University of Health Sciences
that serves as an institutional technical advisor to the Ministry of Health. By collaborating with
colleagues at HEPU in the study conceptualization and execution, I hope to increase the
likelihood that the results presented here meet a relevant and immediate need of those involved

in the development and implementation of Malawi’s EHP.
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