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Abstract

Background Poverty-related diseases (PRD) remain amongst the leading causes of death in children under-5 years
in sub-Saharan Africa (SSA). Clinical practice guidelines (CPGs) based on the best available evidence are key

to strengthening health systems and helping to enhance equitable health access for children under five. However,
the CPG development process is complex and resource-intensive, with substantial scope for improving the process

in SSA, which is the goal of the Global Evidence, Local Adaptation (GELA) project. The impact of research on PRD

will be maximized through enhancing researchers and decision makers’ capacity to use global research to develop
locally relevant CPGs in the field of newborn and child health. The project will be implemented in three SSA countries,
Malawi, South Africa and Nigeria, over a 3-year period. This research protocol is for the monitoring and evaluation
work package of the project. The aim of this work package is to monitor the various GELA project activities and evalu-
ate the influence these may have on evidence-informed decision-making and guideline adaptation capacities

and processes. The specific project activities we will monitor include (1) our ongoing engagement with local stake-
holders, (2) their capacity needs and development, (3) their understanding and use of evidence from reviews of quali-
tative research and, (4) their overall views and experiences of the project.

Methods We will use a longitudinal, mixed-methods study design, informed by an overarching project Theory

of Change. A series of interconnected qualitative and quantitative data collections methods will be used, includ-
ing knowledge translation tracking sheets and case studies, capacity assessment online surveys, user testing and in-
depth interviews, and non-participant observations of project activities. Participants will comprise of project staff,
members of the CPG panels and steering committees in Malawi, South Africa and Nigeria, as well as other local
stakeholders in these three African countries.
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Discussion Ongoing monitoring and evaluation will help ensure the relationship between researchers and stake-
holders is supported from the project start. This can facilitate achievement of common goals and enable researchers
in South Africa, Malawi and Nigeria to make adjustments to project activities to maximize stakeholder engagement
and research utilization. Ethical approval has been provided by South African Medical Research Council Human
Research Ethics Committee (EC015-7/2022); The College of Medicine Research and Ethics Committee, Malawi
(P07/22/3687); National Health Research Ethics Committee of Nigeria (01/01/2007).

Keywords Poverty, Related diseases, Newborn and child health, Sub, Saharan Africa (SSA), Clinical practice guidelines,
Evidence, Informed decision, Making, Capacity development, Monitoring and evaluation;, Research impact, Protocol

Background

Sub-Saharan Africa (SSA) has the highest under-five
mortality rate in the world [1]. Although the global
under-five mortality rate declined from 76 to 38 per 1000
live births between 2000 and 2019, more than half of the
deaths in children and youth in 2019 were among chil-
dren under 5 years, approximately 5.2 million deaths [1].
Poverty-related diseases including pneumonia, diarrhoea
and malaria remain amongst the leading causes of death
in children under-5 years [2].Thus, despite progress in the
health of young children globally, most countries in SSA
fall below the average gains and do not meet maternal
and child health targets set by the United Nations Sus-
tainable Development Goal 3 to ‘ensure healthy lives and
promote wellbeing’ (1). As of December 2021, under-
five mortality rates were reported as 113.8, 38.6 and
32.2 per 1000 live births for Nigeria, Malawi and South
Africa, respectively [3]. Factors accounting for regional
disparities in child mortality rates include poverty, socio-
economic inequities, poor health systems and poor nutri-
tion, with coronavirus disease 2019 (COVID-19) adding
substantially to the burden [4].

Addressing healthcare issues such as these requires
an evidence-informed approach, where intervention
design and implementation are based on the best avail-
able evidence, to ensure that scarce resources are used
effectively and efficiently, avoid harm, maximize good
and improve healthcare delivery and outcomes [5-7].
Evidence-informed practices have been growing in SSA
[6], and evidence ecosystems are becoming stronger.
The evidence ecosystem reflects the formal and informal
linkages and interactions between different actors (and
their capacities and resources) involved in the produc-
tion, translation and use of evidence [6, 8, 9]. Guidance
that can be developed through this ecosystem includes
evidence-based health technology assessments (HTA)
and clinical practice guidelines (CPGs). CPGs include
recommendations that are actionable statements that
are informed by systematic reviews of evidence, and an
assessment of the benefits and harms of alternative care
options and are intended to optimize patient care [10].
They can help bridge the gap between research evidence

and practice and are recognized as important quality-
improvement tools that aim to standardize care, inform
funding decisions and improve access to care, among
others.

CPG method advancements, challenges and research gaps
Over the past decade, internationally and in SSA, there
has been a rapid growth of CPGs developed for a range
of conditions [11]. In particular, rapid evidence synthe-
ses and guideline development methods has advanced
in response to urgent evidence needs, especially dur-
ing COVID [12, 13]. For example, WHO has developed
guidelines for all key infectious conditions that cause
most deaths. This development has been accompanied
by a growing volume of research evidence around CPGs,
including the processes for their rapid development,
adaptation, contextualization, implementation and evalu-
ation, and further spurred on by COVID. For example,
global knowledge leaders, such as the WHO and the
GRADE Working Group, have set standards for CPG
development, outlining the steps of what is known as ‘de
novo’ (from scratch) CPG development [14]. Another
global group, the Guidelines International Network (G-I-
N), is a network dedicated to leading, strengthening and
supporting collaboration in CPG development, adapta-
tion and implementation. They have published minimum
standards and the G-I-N McMaster guideline check-
list, which contains a comprehensive list of topics and
items outlining the practical steps to consider for devel-
oping CPGs [15].

As CPG standards have evolved, however, so has the
complexity of development and adaptation. In the con-
text of poorer settings, such as sub-Saharan Africa (SSA),
CPG development is prohibitively human and finance
resource intensive. It requires scarce skills, even in the
growing evidence-based healthcare (EBHC) commu-
nity, and financial investments by government where
resources are often directed to healthcare services, rather
than policymaking processes. Against this backdrop,
several studies have found that CPGs in the region often
perform poorly on reporting on their rigour of develop-
ment and editorial independence [16—18]. Other, more
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resource-efficient methods for guideline development in
SSA are, therefore, essential and urgently needed. More-
over, investment in the overall management of the pro-
cess is needed, including convening the guideline group
and moving stepwise through a rigorous process.

Approaches for and challenges of guideline adaptation
There is also increased international recognition of the
value of taking guidelines developed in one country and
applying them to other countries. This can avoid dupli-
cation of effort and research waste in de novo guideline
development, when useful guidelines may exist elsewhere
[12, 19]. Against this backdrop, several adaptation meth-
ods are emerging for contextualization of recommenda-
tions to country needs (e.g. ADAPTE, adolopment and
SNAP-it, amongst others) [19-21]. For example, WHO
is developing strategies for adapting and implementing
their CPGs at country level. One example is the WHO
Antenatal Care Recommendations Adaptation Toolkit
lead by the Department of Sexual and Reproductive
Health and Research [22]. Their approach is pragmatic
and transparent. Another approach is so-called ‘adolop-
ment, a GRADE method, in which the original guideline
evidence is used, either adopted or adapted, considering
contextual evidence such as costs and feasibility and local
values [20]. Adolopment involves convening a guideline
panel, reviewing available evidence and local contex-
tual evidence and weighing up the panel’s judgements to
make recommendations that are fit for purpose [20].

Despite these advances in CPG adaptation methods,
many countries and professional associations in sub-
Saharan Africa still use expert opinion-based approaches
or proceed to prepare their own systematic reviews and
guidelines, ultimately perpetuating resource wastage and
duplication of efforts [23]. Moreover, when countries
do adapt and contextualize other countries’ guidelines,
there is frequently a lack of transparency and reporting
on changes, without clarity on why or by whom. This in
turn casts doubts on the recommendation’s credibility.
For example, guidelines for child health in sub-Saharan
Africa are usually derived from the WHO and UNICEF.
However, adaptation of such guidelines and recommen-
dations to national contexts is not well described [24].
Transparency in guideline adaptation is critical for cre-
ating trustworthy, context-sensitive recommendations.
What guideline adaptation methods work best and how
these can be transparently implemented in the context of
lower resource settings, remain key research questions.
Therefore, despite the emergence of several guideline
adaptation approaches, we need to explore and under-
stand how best to adapt recommendations from one con-
text to another [25].
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Qualitative evidence to inform guideline panels decisions
Another major advancement within guideline research
has been growing recognition of the potential contri-
bution of qualitative research evidence [26, 27]. Tradi-
tionally, guidelines have been informed by systematic
reviews of the effectiveness of specific interventions
[14]. Such reviews provide robust evidence about
which interventions ‘work’ However, there is apprecia-
tion that evidence regarding the potential effectiveness
of an intervention is not sufficient for making recom-
mendations or decisions. Policymakers also need to
consider other issues, including how different stake-
holders’ value different outcomes, the intervention’s
acceptability to those affected by it and the feasibility of
implementing the intervention [28-30]. Evidence from
qualitative research is particularly well suited to explor-
ing factors that influence an intervention’s acceptability
and feasibility [31, 32]. The use of qualitative research
to inform recommendations by guidelines has become
easier in recent years as systematic reviews of quali-
tative studies have become more common, and the
methods for these reviews are now well developed [33].
The first WHO guideline to systematically incorporate
reviews of qualitative studies was published in 2012 in
the field of task-shifting for maternal and child health
[31]. The inclusion of this qualitative evidence helped
shape the panel’s recommendations [32], and this
approach is now included in the WHO Handbook for
Guideline Development and has been applied in many
other WHO CPGs [34, 35].

However, a key challenge in using findings from sys-
tematic reviews of qualitative evidence is communicat-
ing often complex findings to users such as guideline
panel members to facilitate effective knowledge trans-
lation. While there is now considerable research on
communicating findings from reviews of intervention
effectiveness [36], there is limited experience on the
usefulness of different options for packaging and pre-
senting findings from systematic reviews of qualitative
evidence to CPG panels. To make best use of this evi-
dence, we need presentation formats that are acces-
sible to users who may be unfamiliar with qualitative
methods, are concise and simple while retaining suf-
ficient detail to inform decisions and clearly present
‘confidence in the evidence from systematic reviews of
qualitative evidence’ (GRADE-CERQual) assessments
of how much confidence users should place in each
finding [37]. In addition, we need to understand how
qualitative evidence included in global guidelines, such
as those produced by WHO, is interpreted and used in
country-level guideline adaptation processes.
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Communicating clinical practice guidelines to end-users
A final key guideline method advancement has been
around the development of multi-layered and digitally
structured communication formats for end users [38,
39]. Guidelines are not an end in themselves. Recom-
mendations may lack impact if not adequately com-
municated and disseminated to those who need to
implement them, namely healthcare providers, manag-
ers and the public. Indeed, in a South African study of
primary care guideline national policymakers, subna-
tional health managers and healthcare providers agreed
that dissemination is a particular gap [40]. While
guidelines typically are produced as static documents
(e.g. PDF formats), information technology is needed
to enhance dissemination. The MAGIC authoring and
publication Platform (MAGICapp/) was developed for
this purpose (https://magicevidence.org/magicapp/).
MAGICapp is a web-based tool that enables evidence
synthesizers and guideline organizations to create, pub-
lish and dynamically update trustworthy and digitally
structured evidence summaries, guidelines and deci-
sion aids in user-friendly formats on all devices. Such
digital multi-layered formats allow different users to
rapidly find recommendations, while having the sup-
porting evidence for them one click away [41]. MAGI-
Capp, used by WHO, NICE and professional societies
across the world, holds potential to enhance the impact
of evidence-informed guideline recommendations in
practice, in an enhanced evidence ecosystem [9]. How-
ever, the usability of the MAGICapp in sub-Saharan
Africa, based on local user preferences for different
communication formats, are key research questions.
Against this backdrop, the Global Evidence, Local
Adaptation (GELA) project will maximize the impact of
research on poverty-related diseases through enhanc-
ing researchers and decision makers’ capacity to use
global research to develop locally relevant guidelines for
newborn and child health in Malawi, Nigeria and South
Africa. These guidelines will build on and add value to
the large-scale programme of child health guideline
development from agencies such as the WHO, to support
adaptation and implementation led by national ministries
in collaboration with WHO Afro regional office.

Brief overview of the GELA project aim, objectives

and approach

The overarching aim of GELA is to bridge the gap
between current processes and global advances in evi-
dence-informed decision-making and guideline devel-
opment, adaptation and dissemination by building skills
and sharing resources in ways that can be sustained
beyond the project period. The project has seven linked
and related work packages (WPs) to support delivery of
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the planned project deliverables. Table 1 provides a brief
summary of the activities of each WP. This protocol out-
lines our approach for the monitoring and overall evalua-
tion of the project activities and impact (WP 6).

The project will be implemented in three SSA coun-
tries: Malawi, South Africa and Nigeria over a 3-year
period. The project adopts a multi-faceted multidisci-
plinary research and capacity strengthening programme
using primary and secondary research, guideline adap-
tation methodology and digital platforms to support
authoring delivery and dynamic adaptation. These pro-
cesses will offer bespoke capacity strengthening oppor-
tunities for policy makers, researchers and civil society.
Throughout the project, we plan for innovations in the
tools we use, accompanied by comprehensive evaluation
of all aspects of the research, research uptake into policy
and capacity strengthening.

This current proposal is for WP6: monitoring

and evaluation

Ongoing monitoring and evaluation of project processes
and activities will help facilitate ongoing engagement
between researchers and stakeholders throughout the
research project. This will in turn help ensure that the
project is centred on a common goal, with clear under-
standings of the different research activities and potential
impact. This can also promote research uptake and ena-
ble researchers to make adjustments to project activi-
ties, maximizing stakeholder engagement and research
utilization.

M&E aims & objectives
The overarching aim of the monitoring and evalua-
tion work package is to monitor and evaluate the vari-
ous GELA project activities and processes, including
whether, how and why activities took place or if goals
were met.

The specific monitoring and evaluation objectives are
to:

1. Monitor ongoing engagement with local stakeholders
across work packages and explore what worked and
didn’t and why;

2. Assess the capacity development needs of guideline
panels and steering group committees and explore
their views and experiences of the project’s capacity
development activities;

3. Explore guideline panelists’ experiences with read-
ing and using evidence from reviews of qualitative
research, including their preferences regarding how
qualitative review findings are summarized and pre-
sented;
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Table 1 Overview of GELA project work packages
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Work package Activities

WP 1: engaging:

- Identify and convene country-level guideline panels and guideline steering group committees

- Conduct rapid baseline assessment of available guidelines and their processes for newborn and child
health in South Africa, Malawi and Nigeria
- Identify national priority topics within child health

WP 2: evidence synthesis

- Find and appraise available CPGs and existing systematic reviews addressing priority topics on newborn

and child health, including reviews of effectiveness, acceptability, feasibility and equity impacts and costing
- Conduct rapid reviews or fast systematic reviews, if needed

WP 3: decision making

- Complete evidence-to-decision framework for each priority topic

- Appraise evidence for local country context considering time, place, and setting
- Convene country-level groups and facilitate consensus to develop recommendations for up to three top-

ics on newborn and child health

WP 4: dissemination and communication:
and healthcare providers

+ Produce and test dissemination formats of all recommendations for three audiences — public, patients

- Develop and implement country-level knowledge translation (KT) plans
- Communicate about other aspects of project (e.g. conferences, publications, website and newsletters)

WP 5: capacity strengthening and sharing - Online course on systematic reviews of effectiveness
- Online course on systematic reviews of qualitative evidence
+ Online workshops on WHO-like CPG panel simulation
- Convene quarterly Community of Practice for CPG group members and researchers across countries
- Bursaries for Master's and post-doctoral students working in evidence-informed policy and practice
- Bursaries for university short courses on systematic reviews and CPG methods

WP 6: monitoring and evaluating

- Monitor stakeholder engagement activities

- Evaluate capacity development needs and progress
- Explore guideline panelists’ experiences with reading and using evidence from qualitative reviews, includ-

ing their presentation preferences

- Evaluate stakeholders' overall views and experiences of the project

WP?7: project management

- Govern and oversee arrangements

- Coordinate project communication efforts,

- Project reporting

4. Evaluate guideline panelists, steering group commit-
tees’ and project team members’ overall views and
experiences of the project, including the what works
or not, to influence evidence-informed decision-
making and guideline adaptation processes

Methods

Overall approach

We will use a longitudinal, mixed-methods study design,
informed by an overarching project Theory of Change
(Table 2). The theoretical underpinning for the GELA
project across all work packages is related to the three-
layered behaviour change wheel comprising opportunity,
capability and motivation [42]. The design, delivery and
implementation of multi-stakeholder integrated activities
based on identified priority areas and needs is expected
to lead to guideline related improved capacity, practice
and policy within each country’s health system. Certain
objectives also have specific underpinning theoretical
frameworks, in addition to the overarching project The-
ory of Change, which are explained under the respective
objectives below. A series of interconnected qualitative
and quantitative data collections methods will be used to
address each objective.

In what follows, we describe each objective and the
methods we will use to achieve it, separately. However,
in many cases the qualitative data collection cuts across
objectives, with the same interviews and observations
being used to explore multiple issues simultaneously (e.g.
knowledge translation, capacity, overall views and experi-
ences of the project, etc.). The relationship between the
different objectives and associated methods are depicted
in Tables 3 and 4. Table 3 outlines the stakeholder groups
included in the monitoring and evaluation work pack-
age, including their composition and for which objectives
they are targeted. Table 4 provides the timeline for the
different data collection methods and how they relate to
each across the objectives.

1. Objective 1: monitor ongoing engagement with local
stakeholders across work packages and explore what
worked and did not work and why

Overall approach for this objective

This objective will be guided by an integrated knowl-
edge translation (IKT) approach. IKT focuses on the
important role of stakeholder engagement in enhanc-
ing evidence-informed decision-making [43]. As part of
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Table 3 Monitoring and evaluation stakeholder matrix

Stakeholder groups
Project team' | Guideline Steering ‘Other’ local
panels? group stakeholders*
committees®

1. Monitor and evaluate ongoing
engagement with local stakeholders

Tracking sheet and case studies

Interviews

2. Monitor and evaluate capacity needs and
development

Online surveys (mth 6, 18, 30)

Interviews

Meeting observations

3. Explore experiences with reading and
using evidence from reviews of qualitative
research, including format preferences

Interviews

Meeting observations

4. Evaluate overall views and experiences of
the project

Interviews

_—

T Project team: management team (including work package (WP) leads); all staff employed on the project (i.e. research staff contributing to WPs), including knowledge
translation champions; Research, Evidence and Development Initiative (READ-It) researchers involved with WP2, International advisory board members

2 Guideline panels: approximately 20 members, representing all relevant stakeholder categories, including individuals (1) with relevant content expertise, (2) with
relevant methodological expertise as required (e.g. in assessing evidence and developing guidelines, health economics, statistics and research), (3) involved in
implementing the guideline recommendations (e.g. programme managers and health professionals) and (4) who may be most affected by the guideline (e.g. patients
and health workers). The panel members will be involved with priority setting (WP1) and developing guideline recommendations, including from qualitative evidence
synthesis evidence (WP3). They will also be invited to take part in all capacity development activities (Community of Practice/online courses/WHO linical guideline
panel simulation) (WP5)

3 Steering group committees: comprise approximately 10 members, representing stakeholders from relevant departments within the National Department of Health

(NDOH), experts from relevant national professional associations and other organizations as suggested by National Department of Health such as WHO country office.
The committees will be involved with priority setting (WP1), assisting with identifying guideline panel members and providing general oversight and technical advice
on in-country project implementation. They will also be invited to take part in all capacity development activities (Community of Practice/online courses/WHO Clinical

Guideline panel simulation)

4 For‘other’ local stakeholders: students (including those formally part of GELA, e.g. postdocs/Masters students with GELA bursaries and those who take part in the
online courses), researchers external to GELA who take part in the capacity development activities and other local stakeholders in Malawi, Nigeria and South Africa

identified through KT engagement strategy

work package 4 (‘dissemination and communication’),
knowledge translation (KT) champions have been identi-
fied in each of the three countries and will work together
to develop and implement country-level KT strategies.
This will include defining KT objectives, identifying and
mapping relevant stakeholders, prioritizing those we will
actively engage and developing a strategy for engaging
each priority stakeholder. We will monitor these engage-
ments through the development and implementation of
a tracking sheet, qualitative case studies and semi-struc-
tured interviews.

Participants

Participants will comprise of knowledge translation (KT)
champions and relevant country-level stakeholders. KT
champions are GELA project staff who have dedicated
time to work on the communication, dissemination and
engagement aspects at a country-level. At least one KT
champion has been identified for each of Malawi, Nigeria
and South Africa.

Relevant country-level stakeholders will be identified
as part of the KT strategy development (WP4) and will
comprise any health decision-makers, e.g. health prac-
titioners, community groups, health system managers,
policy-makers, researchers and media.

Tracking sheet and qualitative case studies

A tracking sheet will be used to capture information
for each stakeholder related to the purpose, message,
medium or forum, messenger, timing and resources
for engagement. KT champions in each country will
be responsible for tracking these details on a continu-
ous basis, and the tracking sheet will be monitored
bi-monthly at a meeting with KT champions from the
three country teams. This will help us monitor whether
and how engagement activities are taking place, as well
as the strategies for implementation. The tracking sheets
will consist of different in-country stakeholders (e.g.
government officers, health professional associations,
researchers, media, etc.), and there may be several goals
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for engaging each individual stakeholder. The engage-
ment strategy will be reviewed and updated as priority
stakeholders change over the research stages and pro-
ject period. As such, the sample size will be determined
iteratively.

We will analyse information with descriptive statis-
tics. For example, we will group and count by categories:
number and type of stakeholders, type of engagement
activities, type of KT products produced, type of forum
or medium used for dissemination, frequency and dura-
tion of engagement, follow-ups, intensive engagement
period and resources required for engagement.

We will also develop case stories (or impact stories)
describing engagement activities and processes between
project staff and relevant stakeholders. The case stud-
ies will help us monitor successful engagement, dis-
seminate best practice scenarios and draw out lessons
for future engagements. We will identify case stories
through the tracking sheet and at bi-monthly meetings
with the KT co-ordinator, where KT champions will be
asked to share success stories or learning moments. KT
champions will not know which ‘case’ will be selected
for the case study in advance. The information will be
collected by the KT co-ordinator, who is not involved in
any of the country strategy implementation. The infor-
mation collected from the KT champions (and mes-
senger, if the messenger is not the KT champion) will
be via a standard case story template, including aim of
engagement, what the engagement was, experiences
from both sides (quotes to be included in stories), suc-
cess of engagement, lessons learnt and any future
engagement plans. The number of cases will be deter-
mined iteratively. The intention is to develop one case
story from each country annually, showcasing different
cases, e.g. type of KT goal, type of stakeholder, type of
KT medium/forum, etc.

Semi-structured interviews
At project close (month 30), we will conduct semi-
structured interviews to explore if, why and how pro-
ject KT goals were met and what planned stakeholder
engagements worked (and did not work) and why.
The interviews will be conducted with KT champions,
other messengers (e.g. communication officers), coun-
try leads and selected stakeholders. At least two people
from each county (KT champion and messenger and/or
stakeholder) will be interviewed, and so there will be six
to eight interviews in total. Participants will be selected
purposively for information-rich cases that can help yield
insights and in-depth understanding of the nature and
success (or not) of our stakeholder engagements [44].
These interviews will form part of the interviews con-
ducted with project team members more broadly as
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part of objective 4, the methods of which are therefore
described in more detail below.

2. Objective 2: assess the capacity development needs
of guideline panels and steering group committees
and explore their views and experiences of the project’s
capacity development activities.
Overarching theoretical lens
We will draw on the Kirkpatrick model [45] as the
underpinning theoretical framework for this objective.
This model evaluates training effectiveness across four
levels: (1) reaction, (2) learning, (3) behaviour and (4)
results. The ‘reaction level' assesses the degree of sat-
isfaction of participants with the training event. The
‘learning level’ examines learning among participants
both before and after the training event to determine
any change in knowledge [46, 47]. The ‘behaviour level’
assesses whether the training event has provided any
favourable change in behaviour among participants. The
final ‘results level assesses the use of knowledge gained
through the training event within the workplace [46, 47].
To assess the potential difference that project capac-
ity development activities make, the outcomes of inter-
est will be those related to training in evidence-based
healthcare (EBHC). An overview of systematic reviews by
Young and colleagues identified that EBHC training often
aims to ‘improve critical appraisal skills and integration
of results into decisions, and improved knowledge, skills,
attitudes and behaviour among practising health profes-
sionals’ [48, 49].

Overall approach for this objective

We will employ mixed methods to achieve this objec-
tive, including three rounds of online surveys (at baseline,
mid-line and at the project close) as well as semi-struc-
tured interviews (at project close) and non-participant
observations of meetings (various). The first online
survey at baseline will assess the capacity needs of the
guideline panels and steering group committees in South
Africa, Malawi and Nigeria, and the two subsequent
online surveys will assess the potential difference project
capacity development activities make on these groups
across all the four levels of the Kirkpatrick model, i.e.
reaction, learning, behaviour and results. The capacity
needs and progress of these groups will also be explored
qualitatively through semi-structured interviews and
observations of meetings.

Details of the project capacity development activi-
ties that will be implemented as part of work package
5 (‘capacity strengthening and sharing’) of the GELA
project are outlined in Table 1 (above). All members
of the guideline panels and steering group commit-
tees in South Africa, Malawi and Nigeria will be invited
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and encouraged to attend all project capacity develop-
ment activities. ‘On the job’ capacity building will also
take place during the various meetings convened with
these groups, as they are supported to identify prior-
ity topics, to appraise and discuss the evidence used to
inform the recommendations and to formulate the final
recommendations.

Participants

Participants will comprise members of the guideline
panels and steering group committees in South Africa,
Malawi and Nigeria. Table 3 (above) provides details
of the composition of the guideline panels and steering
group committees.

Online surveys

Procedures and data collection tools At baseline (at
approximately 6 months before engagement in any project
training activities), at mid-line (month 18) and at the pro-
ject close (month 30), all members of the guideline panels
and steering group committees in South Africa, Malawi
and Nigeria will be invited, via email, to participate in a
survey. In each of the three countries the guideline devel-
opment group and steering group committees will include
approximately 20 and 10 members, respectively; we will
therefore aim to have 90 participants in total complete
the survey. The email invitation to all three survey rounds
will inform participants about the nature of the study and
direct them to an online survey. The landing page of the
survey will provide information about the purpose of the
research project and what is being requested from the
participants, with a consent statement at the end which
the participant will be required to agree to before being
able to continue with the survey. Data will only be col-
lected from participants who consent to freely participate
in the study. The survey will be carried out using a secure
online survey platform (such as Microsoft Forms) where
all cookies and IP address collectors will be disabled to
protect the confidentiality of the participants and to avoid
tracking of the participant activities online. Unique iden-
tifiers (last six numbers of their ID) will be used to track
participants responses over time and link data from base-
line to project close.

The baseline survey will be a short (10-25 min) form
that will ask participants about their capacity needs and
knowledge/skills in evidence-based healthcare (EBHC)
and decision-making. The survey will capture demo-
graphic variables of participants at baseline, mid-term
and at the end of the project. It will assess the training
needs of participants at baseline, participants’ satisfac-
tion at the end of each training activity, the knowledge
and skills at baseline, mid-term and at the end of the pro-
ject. Participants’ behaviour will also be assessed using
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open-ended questions and vignettes. The surveys will
focus on all four levels (i.e. reaction, learning, behaviour
and results) of the Kirkpatrick model.

Data management and analysis All data collected on
the secure online survey platform will be coded, cleaned
and entered into STATA. Data collected for the baseline
survey will be analysed using descriptive statistics to
determine the frequency of the various training needs
and qualitative data gathered using the open-ended ques-
tions will be analysed thematically using manual coding
(or if available and dataset is large), and N'Vivo or a similar
tool will be used to identify the recurring themes which
emerge in the data collected about the key training needs
of participants.

Data collected for the surveys conducted at midpoint
and at project close will be analysed using descriptive
statistics to determine if there has been a change in the
learning, knowledge gained and behaviours over time,
as well as the extent of the potential application of evi-
dence-based practice, while the data collected using the
open-ended questions will be analysed using thematic
analysis outlining how project capacity development
activities informed particular outcomes and results in
the participant’s workplace. To determine change in skills
(and trends over time such as confidence improvement
or decay), the descriptive statistics will be supplemented
by appropriate inferential statistics for repeated measures
(paired data) such as McNemar or paired ¢-tests, report-
ing change in percentages as mean differences (such as
self-reported confidence) with 95% confidence intervals
or/and frequencies. Descriptive trends over time will also
be presented graphically using line graphs or other visual
aids as appropriate. However, these will be interpreted
with caution as the primary analysis is descriptive. Statis-
tical significance will be set at a p value of 0.05.

Semi-structured interviews
Procedures and data collection tools At project close
(month 30), we will conduct semi-structured interviews
with a sample of members from the guideline panels
and steering group committees in South Africa, Malawi
and Nigeria. Sampling will be purposive, with the aim of
understanding the broad range of needs, experiences and
perspectives and ensuring that the sample reflects a range
of socio-demographic characteristics and stakeholder cat-
egories. We will begin with a sample size of 1015 partici-
pants in each country; however, sampling will continue if
we have not reached saturation of the data through the
initial sample size [44].

Participants will be contacted, either by telephone or
via email, and invited to participate in an interview. Inter-
views will be conducted face-to-face or electronically
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(e.g. using Microsoft Teams) at a date and time chosen
by participants. Face-to-face interviews will take place
at a location convenient to participants, which is con-
ducive to a confidential exchange. The interviews will
last between 45 and 60 min and will be conducted by
researchers trained in qualitative research methodolo-
gies and interviewing techniques. The interviews will be
guided by a semi-structured topic guide and will include
questions informed by the four levels (i.e. reaction, learn-
ing, behaviour and results) of the Kirkpatrick model. Spe-
cifically, the questions will explore participants’ views
and experiences regarding their capacity development
needs and expectations of the project; whether and why
these expectations were met (or not), the project capacity
development activities, what they learned (or not) from
these activities and what impact participants believe they
have had (or may have) on their practices.

Verbal and written information about the study will
be provided to all participants taking part in interviews.
Written informed consent will be obtained from all par-
ticipants before proceeding with the interview. With the
permission of participants, all interviews will be digitally
recorded.

Non-participant observations
We will conduct non-participant observations of guide-
line panel and steering group committee meetings.
Observational methods can provide useful data on what
people do, how they interact with each other and how
they engage with particular artefacts in situ (rather than
their accounts of these) [50]. The steering group commit-
tees in each country will meet approximately twice over
the project duration (with the option for additional meet-
ings): an initial meeting for project orientation (month
2/3) and again to identify priority topics and guideline
gaps (month 6). Guideline panels in each country will
meet approximately three times over the project dura-
tion (with the option for additional meetings): an initial
meeting for project orientation and outcome prioritiza-
tion (month 6/7), another potential meeting if necessary
to finalize outcome prioritization and a final meeting
to draft recommendations for the guideline (months
17-20). Meetings for both groups will be held virtually or
in person, informed by preferences of the committee.
With the exception of the initial steering group com-
mittee (month 2/3), at least one researcher will be pre-
sent to observe guideline panel and steering group
committee meetings. The observer will aim to identify
any capacity-related needs, expectations, gaps, strengths,
achievements and challenges and the contexts in which
these occur. He or she will also pay particular attention
to group dynamics and the interactions between mem-
bers and different stakeholder groups, and the potential
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impact of these on capacity-related issues. Observations
will be informed by Lofland’s [51] criteria for organizing
analytical observations (acts, activities, meanings, par-
ticipation, relationships and settings). The observer will
take detailed observational notes. With consent of the
attendees, all meetings will also be digitally recorded.
The recordings will be used to identify further issues not
identified and to deepen or clarify issues noted, through
the real-time observations of verbal engagements.

Data management and analysis: semi-structured interviews
and observations

Interview and meeting recordings will be transcribed
verbatim, and all personal identifying information will be
removed from transcripts. The anonymized transcripts,
together with observational notes, will be downloaded
into Nvivo, a software programme that aids with the
management and analysis of qualitative data. Analysis of
the qualitative data will proceed in several rounds. First,
as with all qualitative data analysis, an ongoing process of
iterative analysis of the data will be conducted through-
out the data collection period. Second, we will use a
thematic analysis approach, using the phases described
by Braun and Clarke [52], to identify key themes per-
taining to participants’ capacity development needs and
expectations and whether, how and why project capac-
ity development activities met (or not) these needs and
expectations. Finally, findings from the surveys (as
described above) will also be integrated with the findings
from the thematic analysis using a ‘narrative synthesis’
approach, a technique recommended by the Cochrane
Collaboration as a way of synthesizing diverse forms of
qualitative and quantitative evidence in mixed methods
studies [53, 54]. This approach will allow for both robust
triangulation, and a more comprehensive interpretation
of the difference project capacity development activi-
ties may have made on the guideline panels and steering
group committees.

3. Objective 3: explore guideline panelists’ experiences
with reading and using evidence from reviews

of qualitative research, including their preferences
regarding how qualitative review findings are summarized
and presented.

Overall approach for this objective

Objective 3 of the monitoring and evaluation stakeholder
matrix work package explores how guideline panels view
and experience evidence from the review(s) of qualitative
research, including how it is summarized and presented.
Here, we will employ a user testing approach, drawing on
the methods and guidance of the SURE user test package
2022 developed by Cochrane Norway (https://www.cochr
ane.no/our-user-test-package) and which has been used
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to test various evidence-related products [55-58]. User
testing involves observing people as they engage with a
particular product and listening to them ‘think-aloud:
The goal is to gain an understanding of users’ views and
experiences, the problems they face and to obtain sugges-
tions for how a product may be improved [55-58].

We will begin by identifying or preparing relevant
reviews of qualitative research. We will then develop
review summary formats and explore guideline panel
members’ views and experiences of these formats. We
will revise the formats in multiple iterative cycles.

1. Identifying or preparing relevant reviews of qualita-
tive research

As part of WP2 of the project (‘evidence synthesis’),
we will identify relevant review(s) of qualitative research,
including reviews exploring how people affected by
the interventions of interest value different outcomes,
the acceptability and feasibility of the intervention and
potential equity, gender and human rights implications
of the intervention. These reviews need to be assessed
as sufficiently recent and of a sufficient quality. They also
need to have applied GRADE-CERQual assessments
to the review findings. Where necessary, we will update
existing reviews or prepare reviews ourselves.

2. Developing the review summaries

In WP3 of the project (‘decision-making’) the evidence
from these reviews will be provided to guideline panels
as part of the evidence-to-decision (‘EtD’) frameworks
that will inform the recommendations they develop (see
Table 1 for further details about project work packages 2
and 3). Our next step will therefore be to prepare summa-
ries of the reviews in a format that can easily be included
in the EtD frameworks.

Each summary needs to present review findings that
are relevant to specific parts of the EtD framework (typi-
cally the ‘values] ‘acceptability, ‘feasibility’ and ‘equity’
components). It also needs to include information about
our confidence in these findings. Finally, the summary
needs to indicate where this evidence comes from and
to allow guideline panels to move from the summary to
more detailed information about the evidence.

Most of this information is found in the review’s
Summary of Qualitative Findings tables. However,
these tables are usually too large for EtD frameworks
and are not tailored to each framework component. We
will, therefore, start by creating new summaries, using a
format that we have previously used in EtD frameworks
[59-61] but that we have not user tested. As opposed to
the Summary of Qualitative Findings tables, where each
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finding and our confidence in the finding, is presented
individually in separate rows, this format involves pull-
ing the findings and confidence assessments together in
short, narrative paragraphs.

3. User testing the summary format

For our first set of user tests, we will observe guide-
line panels participating in the CPG panel simulation
workshops. For our second round of user tests, we will
observe how the guideline panels experience and inter-
act with this qualitative evidence during the real guide-
line processes. Third, we will then test a potentially
refined format with a selection of guideline panel mem-
bers using a semi-structured interview guide. Finally, at
the end of the project, we will conduct semi-structured
interviews with a selection of guideline panel members
to explore their broader views and experiences of inter-
preting and using evidence from reviews of qualitative
studies in their deliberation processes. Figure 1 pro-
vides a visual depiction of this iterative process.

Overarching theoretical lens

We will draw on the adapted version of Peter Morville’s
original honeycomb model of user experience [62] as
the underpinning theoretical framework for this objec-
tive [63] (Fig. 1). This adapted version extends and
revises the meaning of the facets of user experience
depicted in the original model. It includes eight facets:
accessibility, findability, usefulness, usability, under-
standability, credibility, desirability and affiliation.
Accessibility involves whether there are physical bar-
riers to gaining access; findability is about whether the
person can locate the product or the content that they
are looking for; usefulness is about whether the product
has practical value for the person; usability comprises
how easy and satisfying the product is to use; under-
standability is about whether the person comprehends
correctly both what kind of product it is and the con-
tent of the product (and includes both user’s subjective
perception of her own understanding and an objective
measure of actual/correct understanding); credibility
comprises whether the product/content is experienced
as trustworthy; desirability is about whether the prod-
uct is something the person wants and has a positive
emotional response to it; affiliation involves whether
the person identifies with the product, on a personal
or a social level, or whether it is alienating and experi-
enced as being not designed for ‘someone like me’ The
adapted model also adds to the original model a dimen-
sion of user experience over time, capturing the chron-
ological and contingent nature of the different facets.
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Identify or prepare relevant reviews of qualitative research

Develop initial summary format

User test summary format during CPG panel simulation workshops

Refine summary format

User test summary format during guideline panel meetings

Refine summary format

Test refined summary format with structured interviews

Explore broader views/experiences of qualitative evidence with semi-structured interviews

Fig. 1 Iterative approach for user testing evidence from reviews of qualitative research

Participants

Participants will comprise members of the guideline pan-
els in South Africa, Malawi and Nigeria. Table 3 (above)
provides details of the composition of the guideline
panels.

Non-participant observations: guideline panel simulation
workshops and guideline panel meetings

We will conduct non-participant observations of the
CPG panel simulation workshops and the subsequent
guideline panel meetings for developing the recommen-
dations. The CPG panel simulation workshops will run a
simulation of a real guideline process and give guideline
panels an opportunity to understand how the guideline
process works before they participate in real panel meet-
ings. The guideline panels in all three countries will be
invited and encouraged to attend these workshops, which
will form part of the project capacity development activi-
ties of WP5 (Table 1).

With the participants’ consent, both the simulation
workshops and meetings will be digitally recorded and
at least two observers will observe and take notes. The
observations will focus on how guideline panel members
refer to and interact with the summaries of qualitative
evidence. Drawing on a user testing approach (https://
www.cochrane.no/our-user-test-package), we will also

look specifically for both problems and facilitators in
the way the qualitative evidence is formatted, includ-
ing ‘show-stoppers’ (the problem is so serious that it
hindered participants from correct understanding or
from moving forward), ‘big problems/frustrations’ (par-
ticipants were confused or found something difficult but
managed to figure it out or find a way around the prob-
lem eventually), ‘minor issues/cosmetic things’ (small
irritations, frustrations and small problems that do not
have serious consequences, as well as likes/dislikes),
‘positive/negative feedback; ‘specific suggestions; ‘prefer-
ences’ and any other ‘notable observations; e.g. feelings of
‘uncertainty’

Structured user testing interviews

Procedures and data collection tools Based on the
insights gained from the non-participant observations
(above), we may make changes or refinements to our orig-
inal summary format (Fig. 1). Once the guideline panel
meetings have concluded (approximately by month 20),
we will then conduct structured user testing interviews to
test the potentially refined summary format. These inter-
views will be conducted with a sample of members from
the guideline panels in South Africa, Malawi and Nigeria.
Sampling will be purposive, with the aim of understand-
ing the broad range of experiences and perspectives and
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ensuring the sample reflects a range of socio-demographic
characteristics and stakeholder categories. As recom-
mended (https://www.cochrane.no/our-user-test-packa
ge), we will begin with a sample size of six to eight par-
ticipants in each country; however, sampling will continue
until saturation is achieved [44].

Participants will be contacted, either telephonically
or via email, and invited to participate in an interview.
Interviews will be conducted face-to-face or electroni-
cally (e.g. using Skype or Teams) at a date and time cho-
sen by participants. Face-to-face interviews will take
place at a location convenient to participants, which is
conducive to a confidential exchange. In line with the
SURE user test package 2022 guidance, the interviews
will last approximately 60 min (https://www.cochrane.
no/our-user-test-package). They will be facilitated by a
test leader, who will accompanied by at least one observer
who will take notes. Both the test leader and observer(s)
will be trained in user testing interviewing methodology
and techniques. Verbal and written information about
the study will be provided to all participants taking part
in interviews. Written informed consent will be obtained
from all participants before proceeding with the inter-
view. With the permission of participants, all interviews
will be video recorded.

For these interviews we will show panel members
the latest version of the format, explore immediate first
impressions, and then opinions about different elements
of the summary. We may also show panel members differ-
ent formats where we think this may be helpful. We will
use a structured interview guide which draws heavily on
other interview guides that been developed to user test
evidence-related products [55-58]. It will include ques-
tions related the participant’s background; their immedi-
ate first impressions of the summary format(s); in-depth
walk-through of the summary format(s), with prompts
to think aloud what they are looking at, thinking, doing
and feeling; and suggestions for improving the way the
summary is formatted and for improving the user testing
itself. We may ask follow-up questions to specific issues
we observed in the simulation workshops and guide-
line panel meetings and/or create scenarios that resem-
ble issues we observed in the workshops/meetings. This
will be decided upon based on the findings that emerge
from these workshops/meetings. The guide will be final-
ized once the relevant qualitative evidence (from WP2)
has been produced and we have gained insights from the
workshops and meetings.

As with the non-participant observations of meetings
and workshops, throughout the interview, the observ-
ers will make notes about the participant’s experience
as heard, observed and understood. Drawing on a user
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testing approach, they will look specifically for both
problems and facilitators, specific suggestions, prefer-
ences and any other notable observations (as described
above under ‘non-participant observations’).

Semi-structured interviews

Procedures and data collection tools At project close
(month 30), we will also conduct semi-structured inter-
views with a sample of members from the guideline panels
in South Africa, Malawiand Nigeria. These will be the same
interviews with guideline panel members as described in
objective 2. In addition to exploring participants’ capacity
development needs, expectations and achievements, the
semi-structured topic guide will also explore their views
and experiences of (and specific capacity in) interpret-
ing and using evidence from reviews of qualitative stud-
ies in guideline processes. More specifically, questions
will investigate participants’ familiarity/experience with
qualitative evidence; their perceptions of different types
of evidence, what constitutes qualitative evidence and the
role of qualitative evidence in guideline processes; and
their experiences of using the qualitative evidence in their
deliberations as part of the project, including what influ-
enced its use and whether they found it useful. Details
pertaining to sampling, data collection procedures and
collection tools are described in objective 2.

Data management and analysis

All interview and meeting recordings will be transcribed
verbatim, and all personal identifying information will be
removed from transcripts. The anonymized transcripts,
together with observational notes (from the workshops,
meetings and interviews), will be downloaded into a soft-
ware programme that aids with the management and
analysis of qualitative data. Analysis of the data will be
guided by the user testing analysis methods described in
the SURE user test package 2022 (https://www.cochrane.
no/our-user-test-package). The analysis will proceed in
several, iterative rounds to develop and revise the sum-
mary format and to inform the focus of subsequent data
collection. After each user test, we will review our notes,
first separately and then together. In line with the SURE
user test package 2022 guidance, we will look primarily
for barriers and facilitators related to correct interpreta-
tion of the summary’s contents, ease of use and favour-
able reception, drawing on the facets of the revised
honeycomb model of user experience (Fig. 2). We will
trace findings back to specific elements or characteris-
tics of the summaries that appeared to facilitate or hinder
problems. Before the next set of user tests, we will dis-
cuss possible changes that could address any identified
barriers and make changes to the summary format.
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Fig. 2 Adapted version of Peter Morville’s honeycomb model of user
experience

4. Objective 4: evaluate guideline panelists; steering group
committees’ and project team members’ overall views

and experiences of the project, including what works

or not, to influence evidence-informed decision-making
and guideline adaptation processes.

Overall approach for this objective

This objective explores overall views and experiences of
the project, with a focus on guideline panelists, steer-
ing group committees and project team members. Spe-
cifically, it seeks to gain an understanding of these three
stakeholder groups’ more general views and experiences
of the project activities they were involved with and
whether, why and how these activities may influence
(or not) evidence-informed decision-making and guide-
line adaptation processes. This will be achieved through
semi-structured interviews.

Participants

Participants will comprise members of the guideline
panels and steering group committees in South Africa,
Malawi and Nigeria, as well as members of the project
team (as described in Table 3 above).

Semi-structured interviews

Procedures and data collection tools At project close
(month 30), we will conduct semi-structured interviews
with a sample of members from the guideline panels and
steering group committees in South Africa, Malawi and
Nigeria. These will be the same interviews and partici-
pants as described in objective 2. In addition to explor-
ing issues around capacity development and qualitative
evidence, the interviews will also investigate participants’
views and experiences of the various project activities
they were involved with, and whether, why and how these
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activities may influence (or not) evidence-informed deci-
sion-making and guideline adaptation processes. Details
pertaining to sampling, data collection procedures and
collection tools are described in objective 2.

At project close (month 30), we will also conduct semi-
structured interviews with members of the project team
(see Table 3 for details of project team composition). We
will begin by interviewing all project management team
members, WP leads and KT champions. Additional par-
ticipants will be determined iteratively (depending on
what emerges from initial interviews) and purposively,
with the aim of understanding the broad range of experi-
ences and perspectives and ensuring the sample reflects
the various groups which make up the project team.
Interviews will be conducted face-to-face or electroni-
cally (e.g. using Skype or Teams) at a date and time cho-
sen by the interviewee. The interviews will last between
45 and 60 min and will be guided by a semi-structured
topic guide. The questions will explore participants’ views
and experiences of the respective work packages in which
they were involved, including what the primary goals of
the work package were; if, why and how these goals were
met; and what worked and what did not work and why.

Data management and analysis: semi-structured interviews
and observations

The same qualitative data analysis procedures and meth-
ods will be used as described in objective 2. For this
objective, the thematic analysis will identify key themes
pertaining to views and experiences of project activities,
including what worked (or not) and why, whether, why
and how the project may (or not) influence evidence-
informed decision-making and guideline development,
adaptation and dissemination processes in South Africa,
Malawi and Nigeria and potential barriers and facilitators
to the sustainability of this influence.

Discussion

Evidence-based guideline development is a multi-stake-
holder, multi-perspective, complex set of tasks. There
is limited, if any, research that has followed these steps
from the perspectives of policymakers or researchers
from start to end. The GELA project protocol sets out
to monitor and evaluate various key steps in the process,
using in-depth qualitative methods alongside appropri-
ate surveys not only to inform the project as it progresses
but also to understand the overall impact of all steps on
development of transparent and contextually-rich guide-
line recommendations. Following WHO’s guideline
steps, the tasks range from scoping stakeholder-informed
priority topics to conducting relevant data gathering and
evidence synthesis, followed by guideline panel meet-
ings to reach consensus decisions and finally to produce
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recommendations that can be useful to end-users and
improve health and care outcomes. The GELA project
is undertaking a 3-year project to conduct these tasks in
the context of newborn and child health priorities. We
are doing this in collaboration with national ministries
of health, academics, non-governmental partners and
civil society groups in Malawi, Nigeria and South Africa.
Overall, we aim build capacity across all collaborators
for evidence-informed guideline development, while
producing fit for context guideline recommendations, in
accessible formats that benefit children, caregivers and
health care providers.

As such, this is a practical research project, in that the
products should directly impact care decisions at the
national level but with the added benefit of being able
to learn about what works or does not work for collab-
orative guideline development in country. We will also
be applying emergent guideline adaptation methods
to explore reducing duplication of expensive guideline
development efforts in our lower resource settings. Our
project addresses newborn and child health, keeping this
most vulnerable population in our focus, hoping that
producing sound evidence-based recommendations has
the potential to impact care.

Through some of our formative work, we have com-
pleted a landscape analysis identifying and describing all
available newborn and child health guidelines in each of
the partner countries. In all countries there were similar
findings, (1) there is no easy access to guidelines for end-
users, thus locating a guideline requires effort and screen-
ing through multiple sources; (2) considering national
priority conditions in this age group, there were often
gaps in available current guidelines for managing chil-
dren; and (3) when we appraised the guidelines using the
global standard, AGREE II tool, we found that the report-
ing of guideline methods were poor, leaving it uncertain
whether the recommendations were credible or whether
any influences or interests had determined the direction
of a recommendation. Finally, we expected to find many
adapted guidelines, based on WHO or UNICEF or simi-
lar guidance available globally; however, very few of the
identified guidelines stated clearly whether they had been
adapted from other sources and, if so, which recommen-
dations were adopted and which adapted.

Given progress globally in methods for guideline
development, the continued poor reporting on guide-
line methods at the country level speak to a breakdown
in skills-sharing globally, for example, WHO produces
guidelines that are recognized as rigorous and follow
good practice and reporting, but the same standards are
not supported in country. Overall, GELA aims to address
these key gaps in national guideline approaches for adap-
tation, but we need to recognize that this will be a long
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term process and that we need to learn from each other
about what works and what may not serve us. Therefore,
this protocol outlines our approach for monitoring sev-
eral aspects of the project in our efforts to move closer to
trustworthy and credible guidelines that all can use and
trust for countries like ours.
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