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ABSTRACT 

Purpose and scope: The body of research reported in this thesis aims to better understand 

the role of qualitative evidence syntheses (QES) in the development of health (including 

public health) and social care guideline development, and how its role might be optimised. 

Methods: Three studies were undertaken: 

• A systematic review of methods and processes used for incorporating QES into 

health and social care guideline development. 

• A quantitative content analysis to understand how frequently QES was undertaken 

by a leading health and social care guideline producer in the United Kingdom (the 

National Institute for Health and Care Excellence), and how closely the reports of 

those syntheses adhere to established reporting standards. 

• A qualitative interview study to explore in-depth the views and perceptions of key 

committee participants regarding QES in health and social care, and how evidence 

from QES currently informs the process of developing recommendations. 

Results: Key results indicate that, although there is some guidance internationally about 

how to undertake and integrate QES in guidelines, committee participants in this study 

struggle with QES, primarily in terms of understanding the purpose, role, and value of the 

qualitative paradigm, especially in situating it in relation to quantitative approaches. 

However, QES are perceived as a genuinely valuable tool for increasing stakeholder and lay-

member visibility and inclusion. 

Conclusions: Methods for using QES in the development of guidelines are underdeveloped 

and this study of one organisation in the UK indicates that further training for both 

committee members and staff, alongside methodological development, will enhance the 

usefulness of this important source of evidence. Further research is suggested alongside 

practical recommendations for guideline producers. 
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CHAPTER 1: INTRODUCTION AND BACKGROUND 

Introduction 

This thesis investigates the role of qualitative evidence syntheses (QES) in the development 

of health and social care guidelines, with a particular focus on how their use can be 

optimised to enhance decision-making processes. Using the National Institute for Health 

and Care Excellence (NICE) as a case study, the research explores how QES are reported, 

interpreted, and used by guideline development committees. It aims to identify practical 

strategies to improve the integration of QES into guideline development, thereby 

contributing to more context-sensitive, inclusive, and experience-informed 

recommendations. 

The research begins with a systematic review of the published literature on methods for 

conducting and applying QES in guideline development. While the systematic review reports 

that the methods suggested for using QES in guideline development are broadly consistent, 

it also reports that the published methods often lack detail regarding how QES should be 

reported to committees for their deliberation.  

To address this gap, a second study examines records of how QES have been reported in 

NICE committee documents. A content analysis was conducted to assess the frequency with 

which QES are undertaken and the quality of QES reporting within NICE guidelines over a 

five-year period. The analysis reveals considerable variation in the reporting of QES. Teams 

with expertise in qualitative methods tend to report QES more comprehensively, whereas 

teams with a predominantly quantitative background often demonstrate weaker reporting 

practices. This observation underscores the need for clearer guidance and support in the 

integration of qualitative evidence. 

While these two pieces of work permit some assessment of what should be done or has 

been done in terms of conduct and reporting of QES for guideline committees, a major 

research gap remained in terms of how guideline committees actually engage with QES. The 

thesis therefore includes a third study, a primary qualitative study involving committee 

members and technical staff at NICE. This study explores their understanding and use of QES 

and its perceived utility in supporting evidence-based recommendations. The findings 
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suggest that limited familiarity with qualitative paradigms can hinder the effective use of 

QES. Committees would benefit from enhanced training in pluralist research methodologies 

and clearer, more accessible reporting of QES findings. 

The study also highlights the importance of presenting QES findings in a manner that is both 

comprehensive and digestible. Committees expressed a desire for presentations that allow 

for critical engagement without requiring blind trust in the evidence synthesis team. 

Furthermore, the research identifies opportunities to improve the transition from evidence 

to recommendations, particularly through the use of tools such as Evidence to Decision 

(EtD) frameworks that explicitly incorporate qualitative dimensions such as acceptability and 

equity. 

A key insight from the study is the potential of QES to amplify the voices of populations 

often underrepresented in quantitative research. This can help committees to better 

address health inequalities and tailor recommendations for diverse lived experiences. Lay 

members of committees, in particular, may play a pivotal role in interpreting and 

championing QES findings, using them to reflect on and extend their own experiences and 

to represent a broader range of perspectives. 

This thesis makes an original contribution to the field by focusing on the interpretation and 

application of QES by guideline committees—an area that has received limited attention to 

date. While there is growing interest in the use of QES by organisations such as WHO, most 

existing research has concentrated on methodological development rather than practical 

implementation. 

The research builds on the foundational work of scholars in the Cochrane Qualitative and 

Implementation Methods Group and others. It extends their contributions by exploring the 

organisational and cultural factors that shape the use of QES in real-world settings. In doing 

so, the thesis provides empirical insights and practical recommendations that are already 

influencing NICE’s approach to QES and committee preparation. 

This research does not only represent the culmination of 6 years of part-time study at the 

University of Sheffield, but also the lessons learned from a 20-year career in health and 

social care guideline development with a genuine intellectual curiosity, and a desire to 
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balance pragmatism and methodological robustness to produce the best possible guidelines 

for use in the NHS and internationally. My interest in qualitative research developed as a 

young post-graduate student and led me, after an MSc in health science, to undertake a 

post-graduate certificate in qualitative research methods with the Centre for Applied 

Research in Education (CARE) at the University of East Anglia. In this thesis I have reflected 

on how and where my current and previous experiences may have influenced this research 

study. 

Thesis aims 

Overall question: 

What is the role of qualitative evidence syntheses in the development of health (including 

public health) and social care guideline development, and how might its role be optimised? 

Sub-questions: 

1. What methods and processes have been developed or proposed for incorporating 

QES into health guideline development? (see Chapter 2) 

2. How frequently were QES undertaken in the context of guideline development by an 

exemplar organisation in the UK over a 5-year period, and how closely do the reports 

of those syntheses adhere to established reporting standards? (see Chapter 3) 

3. How do guideline committees at NICE use findings from QES to inform 

recommendation-making? (see Chapters 4-6) 

4. What are the views and perceptions of technical staff, committee experts and 

committee lay-members regarding how a QES contributes to committee discussions, 

and to the process of making recommendations? (see Chapters 4-6) 

5. What might be learned about best practice? (see Chapter 7) 

Thesis outline 

Chapter 1 contains introductory comments and descriptive background and context setting. 

It looks at the opportunities and challenges for QES as we move forward into a world where 
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artificial intelligence and large language models are becoming the norm in evidence 

synthesis. Chapter 1 includes a summary of a short, published paper 

Carmona C, Carroll C, Baxter S. The move towards living systematic reviews and living 

guidelines in healthcare: consideration of the possibilities and challenges for living 

qualitative evidence syntheses. Syst Rev. 2023 Mar 16;12(1):47. 

https://doi.org/10.1186/s13643-023-02218-0  

 Chapter 2 sets the groundwork for the thesis by reporting the results of a systematic review 

of the available methodological literature to explore and summarise what is known about 

best practice in incorporating evidence from QES in the development of health guidelines, 

from development of review protocols through to reporting standards. A shortened version 

of the chapter was published in 2021; however, the unabridged version has been included in 

the thesis because it contains additional information that was removed from the journal 

paper to achieve word count limits. The published version can be found at 

Carmona C, Baxter S, Carroll C. Systematic review of the methodological literature for 

integrating qualitative evidence syntheses into health guideline development. Res Syn 

Meth. 2021; 12: 491–505. https://doi.org/10.1002/jrsm.1483 

Building on the systematic review, Chapter 3 is the first part of a deeper dive into an 

exemplar guideline-producing organisation, the UK’s National Institute for Health and Care 

Excellence (NICE). The reasons for the choice are explained in the relevant chapters. In 

Chapter 3, a quantitative content analysis methodology is applied to all of the QES produced 

by NICE over a recent 5-year period. The primary measurement is against the ENTREQ 

reporting criteria. These criteria were chosen because the ability of technical staff and 

committee members to make recommendations and interpretations of the evidence is in 

large part dictated by the quality and completeness of the reporting. Chapter 3 takes the 

form of a paper detailing the content analysis and its results that was published in BMC 

Medical Research Methodologies in 2022. 

Carmona, C., Baxter, S. & Carroll, C. The conduct and reporting of qualitative evidence 

syntheses in health and social care guidelines: a content analysis. BMC Med Res 

Methodol 22, 267 (2022). https://doi.org/10.1186/s12874-022-01743-1  

https://doi.org/10.1186/s13643-023-02218-0
https://doi.org/10.1002/jrsm.1483
https://doi.org/10.1186/s12874-022-01743-1
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With the contextual work of Chapters 2 & 3 complete, the following two chapters detail a 

primary qualitative study that aims to better understand how NICE committee members 

and technical staff understand QES and how useful they think it is in supporting decision-

making and recommendation-making. Chapter 4 sets out the methods for the study, and 

Chapter 5 provides a detailed report of the main themes that arose from the study. 

Chapter 6 takes a higher level view of the results of the qualitative study and relates the 

results of the study to broader themes in the field of evidence synthesis and guideline 

production, as well as drawing in relevant information from earlier chapters. 

Finally, Chapter 7 presents some concluding comments, including a series of practical 

suggestions for organisations producing health and social care guidelines in the UK and 

beyond to consider implementing to optimise the usefulness of QES to guideline 

committees. The chapter also discusses limitations of this thesis and the studies in it. 

Reflexivity and insider researcher statement 

Introduction to Insider Research 

Insider research refers to qualitative inquiry conducted by researchers who are members of 

the group or organisation they are studying. In the context of health research, this often 

includes clinicians, public health professionals, or staff members embedded within health 

organisations such as the National Institute for Health and Care Excellence (NICE). Given 

NICE's unique role in producing evidence-based guidelines for the UK health and social care 

system, insider researchers can play a crucial role in illuminating the often-complex 

organisational processes behind policy development. 

One of the principal advantages of insider research is access. Researchers who work within 

or closely alongside the organisation are more likely to gain access to internal meetings, 

documents, and decision-making processes that external researchers may find opaque or 

inaccessible (1). They are also well-positioned to understand the context-specific language, 

values, and norms that shape the organisations operations. This positionality can facilitate 

richer data collection and more contextually grounded analyses. Moreover, shared 

experiences between researchers and participants can foster trust and openness, leading to 

more in-depth discussions (2). 
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However, insider research also poses specific risks, particularly within hierarchical and 

politically sensitive settings like NICE. Role duality—where the researcher is simultaneously 

a colleague or stakeholder—may blur ethical boundaries and complicate issues of informed 

consent and confidentiality (3).  Insiders may take certain norms or behaviours for granted, 

leading to uncritical assumptions or overlooked data (4).  Furthermore, pre-existing 

assumptions and relationships may lead to confirmation bias or suppress critical scrutiny of 

organisational practices (Confirmation bias refers to the tendency of researchers to favour, 

seek out, or interpret data in ways that confirm their pre-existing beliefs, assumptions, or 

experiences, while potentially overlooking or undervaluing evidence that contradicts them. 

In insider research, this bias can be particularly pronounced due to the researcher’s 

familiarity with the setting and participants, which may lead to uncritical acceptance of 

shared norms or practices) (5). These concerns are heightened in high-stakes environments 

such as guideline development, where research findings may have direct policy implications 

(6). 

To mitigate these risks, insider researchers must engage in robust reflexive practice. Keeping 

detailed reflexive journals and participating in regular peer debriefings can help uncover and 

address personal biases (7). Establishing clear boundaries between professional and 

research roles is essential, as is securing informed consent through transparent 

communication about the dual role of the researcher. Additionally, triangulation, external 

auditing, and member checking can help ensure the credibility and trustworthiness of 

findings. 

Insider research holds particular promise for exploring the internal workings of health policy 

organisations such as NICE. By leveraging their insider status responsibly, researchers can 

provide valuable insights into guideline development and organisational decision-making. 

However, careful attention to methodological rigour and ethical integrity is essential to 

balance the opportunities against the inherent risks. 

Mitigation strategies used in the studies described in this thesis 

To address the criticisms and potential pitfalls of insider research in this PhD, several 

strategies were employed: 

Reflexivity 
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Engaging in reflexive practice involving continuous self-examination regarding the 

researcher’s positionality, assumptions, and influence on the research process. This helps in 

maintaining critical distance and objectivity (see below for further details about reflexivity). 

Peer Debriefing 

Involving external peers (PhD supervisors) to challenge interpretations and assumptions and 

provide an additional layer of scrutiny to enhance the credibility of the research. 

Transparency 

Being open about one’s insider status and the potential biases it may introduce in the 

research write-up helps in maintaining ethical standards and trustworthiness. 

Introduction to Reflexivity 

Reflexivity in qualitative research involves a critical self-examination of the researcher’s role 

and potential biases that may influence the research process, for example the impact of 

being an ‘insider’ as detailed above. Reflexivity is a continual process of reflecting on one's 

own values, experiences, and interactions with the research context to understand how 

these elements may shape the research outcomes (8) and to enhance the credibility and 

trustworthiness of qualitative studies by making the researcher's positionality transparent 

(7). By engaging in reflexivity, researchers acknowledge and address their influence on the 

research process, thereby contributing to the overall rigour and validity of their study (9). 

Personal Background and Positioning 

As a technical adviser in guideline development for NICE, my interest in QES stems from 

both my academic background in qualitative research in health science research and from 

my work experience seeing committees wrestle with QES. My perspective is also shaped by 

being a middle-aged, white, middle-class male from a Western cultural background, and 

these identities may influence my interactions with both people and data. 

Motivation, Preconceptions and Known Biases 

My primary motivation for undertaking this PhD was to understand the ways in which QES 

can support the development of recommendations in evidence-based health and social care 

guidelines. This motivation was rooted in a longstanding belief in the value of qualitative 

research and its potential to capture the lived experiences, values, and contextual nuances 

often absent from quantitative data alone. I began this research with a strong conviction 
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that QES was not only a valid but also an essential method for synthesising evidence in 

complex, person-centred areas of health and social care. 

This belief, while a source of commitment and enthusiasm, also represented a potential 

source of bias. I was aware that my positive orientation toward QES might have led me to 

overemphasise its strengths or underplay its limitations. For example, I may have been 

predisposed to interpret findings in a way that supported the integration of QES into 

guideline development, or to view resistance to QES among stakeholders as a knowledge 

gap rather than a legitimate methodological concern. 

Additionally, my professional background and prior exposure to qualitative research had 

shaped my expectations about what constituted “good” or “rigorous” qualitative work. This 

may have influenced how I evaluated the quality of QES in the content analysis or how I 

interpreted participant responses in the qualitative interviews. I also recognised a potential 

bias toward viewing guideline development processes through a critical lens, particularly 

where they appeared to privilege quantitative evidence or marginalise qualitative 

contributions. 

Throughout the research process—especially during data collection and analysis—I made a 

conscious effort to bracket these preconceptions. I employed strategies such as memo 

writing, peer debriefing, and reflexive journaling to surface and interrogate my assumptions. 

I also sought to remain open to findings that challenged my initial beliefs and to represent 

participant perspectives faithfully, even when they diverged from my own views. 

Interactions With Participants 

I am aware that my insider status with both committee members and with other members 

of technical NICE staff who participated in interviews is not neutral, and perceptions of my 

status as an ‘officer’ of NICE (in the case of committee members) or as a colleague or 

superior (in the case of NICE technical staff) might influence the ways that people speak to 

me about their experiences, and that there is a risk they will censor what they say, or tell me 

what they think is the ‘correct’ answer rather than their opinion. During all of the interviews 

I tried to mitigate this risk by explaining to participants as part of my introduction that I was 

not doing this work on behalf of NICE or with any official status beyond being a PhD student. 
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Data Analysis 

In analysing the data, I continuously reflected on how my interpretations were shaped by 

my background and strived to remain objective by using a systematic coding process and 

discussing the coding tree and framework with supervisors as a form of peer debriefing. 

Summary of Reflexivity Statement 

Reflecting on my role and biases throughout this study has provided deeper insights into my 

role as a qualitative researcher. This not only strengthens the rigour of my current research 

but also informs my approach to future studies, ensuring continued critical self-awareness 

and ethical mindfulness. 

Definitions 

For the purposes of this PhD, an evidence-based guideline (clinical, public health or social 

care) follows the definition set out by the US Institute of medicine in 2011: 

“Clinical Practice Guidelines are statements that include recommendations intended to 

optimise patient care. They are informed by a systematic review of evidence and an 

assessment of the benefits and harms of alternative care options. To be trustworthy, 

guidelines should: 

• be based on a systematic review of the existing evidence, 

• be developed by a knowledgeable, multidisciplinary panel of experts and 

representatives from key affected groups, 

• consider important patient sub-groups and patient preferences, as appropriate, 

• be based on an explicit and transparent process that minimises distortions, 

biases, and conflicts of interest, 

• provide a clear explanation of the logical relationships between alternative care 

options and health outcomes, and provide ratings of both the quality of evidence 

and the strength of recommendations; and 

• be reconsidered and revised as appropriate when important new evidence 

warrants modifications of recommendations.”(10) 
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HTA are considered to be a specific type of guideline, typically shorter and more focussed, 

but following a similar development process. 

Qualitative evidence synthesis is "A methodologically rigorous review that uses qualitative 

methods to synthesise and analyse findings from primary qualitative studies to produce new 

concepts, understandings and/or theories. The synthesis goes beyond the sum of individual 

studies by generating new interpretations to which all studies contribute."(11) 

In the interests of clarity, this document refers to guideline committees. A range of terms 

are used to represent the group of experts and lay-people who interpret evidence to make 

guideline recommendations. Examples include guideline panels, oversight committees, 

decision making committees, panels, advisory boards. The term guideline committees 

should be interpreted (for the purposes of this work) as encompassing all of those. 

Technical staff refers to the people who produce the QES and present the results to the 

guideline committee, whether they be directly employed staff, contracted staff, or 

university departments. 

Most guideline committees involve people who use the services about which the 

recommendations are being developed, either as service users themselves or as carers of 

those people. For the purposes of consistency they are referred to as lay-people in this 

thesis. 
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Background 

The rise (and falter?) of evidence-based medicine/healthcare 

Evidence-Based Health Care (EBHC), previously called Evidence-Based Medicine (EBM), has 

revolutionised clinical practice by integrating the best available research evidence with 

clinical expertise and patient values. As an approach it aims to optimise decision-making in 

patient care, ensuring that interventions are effective (12), often including consideration of 

cost-effectiveness (13). A pivotal component of EBHC is the development and 

implementation of evidence-based guidelines, which provide health care practitioners with 

systematically developed recommendations to assist them in delivering high-quality care 

(14).  

One of the consequences of the primacy of EBHC has been a surge in agencies around the 

world who produce guidelines for health and (to a much lesser extent) social care providers 

using the methods of EBHC. 

Historical Context of Evidence-Based Medicine 

In its broadest sense, the roots of EBHC can be traced back to ancient times, where early 

practitioners based their medical decision-making based on previous observation and 

experience. However, the most widely accepted dawn of the modern evidence-based 

medicine era is the work of Professor Archie Cochrane in the 20th century.  

In 1972, British epidemiologist Archie Cochrane published ‘Effectiveness and Efficiency: 

Random Reflections on Health Services’(15), highlighting the lack of reliable evidence 

supporting many medical interventions. He advocated for the use of randomised controlled 

trials (RCTs) to assess the efficacy of treatments, laying the groundwork for the 

development of systematic reviews and meta-analyses that form the mainstay of the 

modern EBHC movement. Cochrane’s work emphasised the necessity of critically appraising 

evidence to inform clinical decisions. The actual term ‘Evidence-Based Medicine’ dates back 

to the early 1990s when it was first coined by Gordon Guyatt and his colleagues at 

McMaster University(16). They introduced EBM as a new paradigm for medical practice, 

emphasising the integration of clinical expertise with the best available clinical evidence 

from systematic research. 
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Key concepts of evidence-based medicine 

Integration of best research evidence with clinical expertise and patient values 

EBHC is defined as “the conscientious, explicit and judicious use of current best evidence in 

making decisions about the care of individual patients”(12). This means integrating 

individual clinical expertise with the best available external clinical evidence from systematic 

research. This definition implies that decisions need to be based on the totality of what is 

known about a topic, an implication that is supported by the existence of electronic 

databases that promise the possibility of identifying all published evidence on a topic, which 

can then be sorted and filtered and analysed through systematic processes intended to 

minimise bias, maximise transparency and provide an answer regarding ‘what works’. The 

role of clinical expertise and patient values in EBHC has often suffered, and to some extent 

been minimised since Sackett and colleagues wrote about it in the 1990s, to the point 

where Trisha Greenhalgh and colleagues raised a red flag in the BMJ and called EBM “a 

movement in crisis” and called for an approach to ‘real evidence-based medicine’ that 

focusses on ethical care of the patient, shared decision-making and asking “what is the best 

course of action for this patient, in these circumstances, at this point in their illness or 

condition?”(17). While patient and public involvement (PPI) is increasingly promoted within 

evidence-based healthcare, it is often critiqued for being tokenistic—implemented more to 

satisfy institutional or funding requirements than to genuinely empower patients or 

influence decision-making (18). Approaches such as co-production, when properly 

implemented, offers a more radical and participatory alternative to usual approaches to 

Patient and Public Involvement (PPI) (19). 

Hierarchy of evidence/taxonomies of evidence 

EBHC employs a hierarchy to rank evidence-based on methodological rigour and reliability. 

At the apex are systematic reviews (SRs) and meta-analyses of RCTs, followed by individual 

RCTs, cohort studies, case-control studies, and case series or expert opinions at the base. 

Although attitudes are changing, this historical hierarchy of evidence remains at the core of 

many guideline producers’ approaches, with SRs and RCTs being seen as the gold standard 

methodologies, regardless of the question being asked, or of the methodological quality of 

the SRs and RCTs themselves. These hierarchies of evidence often do not contain reference 
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to qualitative research, or of qualitative evidence synthesis, and if they do it tends to sit 

alongside expert consensus and case series towards the bottom of the hierarchy (see Figure 

12 for example). 

The positioning of RCTs and SRs of RCTs at the pinnacle of hierarchies of evidence has led to 

an over-prioritisation of quantitative, experimental evidence, and even though there is an 

increasing realisation that SRs of RCTs are not always the ‘best’ evidence, and that RCTs are 

not always the most appropriate methodology, they continue to be the mainstay of 

systematic review teams around the world. Researchers have been questioning this reliance 

on RCTs as the principal means of answering all clinical or healthcare questions since the 

early 2000s, noting that some questions are best answered (or can only be answered) by 

examining a range of data sources (20). See the next section for further discussion of this. 

Mark Petticrew and Helen Roberts argue that this hierarchy of evidence is 

often inappropriate for complex interventions (21). They suggest that a rigid hierarchy may 

not suit all research questions and that a taxonomy of evidence or a typology of evidence 

might be more useful, where the appropriateness of the method is matched to the type of 

question being asked. Similar positions are taken by the Social Care Institute for Excellence 

(SCIE) which promotes evidence-informed practice and supports a broader view of what 

counts as evidence, including experiential and practice-based knowledge (22), or the Joanna 

Briggs Institute (JBI) FAME framework—which stands for Feasibility, Appropriateness, 

Meaningfulness, and Effectiveness (23). This model emphasises: 

• Feasibility: Can it be done in the real world? 

• Appropriateness: Is it suitable for the context? 

• Meaningfulness: Does it resonate with the people involved? 

• Effectiveness: Does it achieve the intended outcomes? 

This approach shifts the focus from just “what works” (effectiveness) to “what matters” in 

practice. Evidence to decision frameworks such as those used by GRADE, also consider not 

just the quality of evidence but also values, preferences, feasibility, and equity. 

Qualitative research has always struggled to be seen as a legitimate form of evidence for 

EBHC, and hierarchies of evidence do nothing to assist this lack of acceptance (24). As an 
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example, a key journal in the medical field, the British Medical Journal (BMJ) announced in 

2016 that they would no longer publish qualitative research (25), although they have 

recently published a guide to thematic analysis (26). 

Critical appraisal 

A cornerstone of EBHC is the critical appraisal of the selected evidence to assess its validity, 

impact, and applicability. Reviewers are encouraged to evaluate the methodology of 

studies, consider potential biases, and determine the relevance of findings to their patient 

population. Critical appraisal (or quality assessment) attempts to ensure that each trial has 

been conducted with sufficient rigour. It evaluates the reporting of the methodological 

detail of the study – how participants were randomised, blinded, recruited etc (27). 

Meta-analysis 

The preferred approach to synthesising data from RCTs is through pooling the effect 

estimates of each of the included studies to produce a weighted mean estimate of the 

overall effect of the intervention on a particular outcome. Such statistical approaches to 

quantitative data analysis can be highly complex but often have the benefit of generating a 

single figure ‘size of effect’ answer. Unlike meta-analyses, which aim to produce a single, 

quantifiable estimate of effect, qualitative evidence syntheses are inherently interpretive. 

They involve re-examining and integrating the interpretations of primary study authors to 

generate deeper, context-sensitive insights that can inform practice and policy. This process 

emphasizes theoretical development and critical reflection, often resulting in findings that 

are more nuanced and less definitive (28).. 

Evidence-based Guidelines in the UK and their Impact 

Evidence-based guidelines are systematically developed statements designed to assist 

practitioner and patient decisions about appropriate healthcare for specific clinical 

circumstances (29). They use the results of evidence syntheses, such as meta-analyses, 

seeking to turn this ‘best available evidence’ (as detailed above) into actionable 

recommendations, aiming to standardise care, reduce variability, and improve patient 

outcomes. 
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Although numerous guideline-producing bodies, including medical royal colleges and 

professional bodies, publish guidelines in the UK, the National Institute for Health and Care 

Excellence (NICE) is the body which decides which treatments are clinically effective and 

cost-effective enough to be funded by the NHS in England. NICE has established rigorous 

processes for guideline development (30). This involves: 

1. Identifying and prioritising topics based on factors like disease burden, variation in 

practice, priority for the NHS and potential for improvement in health outcomes. 

2. Forming guideline development groups representing multidisciplinary teams, including 

clinicians, methodologists, and patient representatives to ensure diverse perspectives. 

3. Conducting systematic reviews of the best available evidence-based on comprehensive 

literature searches to gather relevant studies, which are then appraised for quality and 

relevance, and analysed appropriately. 

4. Formulating recommendations based on the evidence, which consider the balance of 

benefits and harms, quality of evidence, and applicability. 

5. Consulting with stakeholders and peer review to ensure accuracy, clarity, and feasibility. 

6. Publication.  

The implementation of evidence-based guidelines can lead to significant improvements in 

healthcare (31), including: 

• Standardisation of Care: Guidelines provide a framework for consistent practice, 

reducing unwarranted variations in treatment approaches (32).  

• Improved Patient Outcomes: By basing recommendations on robust evidence, 

guidelines enhance the effectiveness of interventions and patient safety (32).  

• Shared Decision Making: Guidelines serve as valuable tools for clinicians and 

patients, facilitating shared decision making and informed consent (32).  

• NHS Resource Optimisation: By recommending interventions with proven efficacy, 

guidelines contribute to the efficient use of healthcare resources (32). 
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Challenges in Implementing Evidence-based Guidelines 

Despite their benefits, several challenges hinder the effective implementation of evidence-

based guidelines. It is a challenge to keep a large portfolio of guidelines up to date in an 

environment where a vast number of medical and healthcare publications per year are 

being added to databases. Ensuring that guidelines reflect the latest research findings 

requires continuous monitoring and timely updates. More recently, as focus has moved 

towards personalised medicine, it has become more of a challenge to produce guidelines 

that balance evidence with individual patient needs. While guidelines provide general 

recommendations, clinicians must adapt them to individual patient contexts, which may not 

always align with guideline suggestions (33). 

The limitations of systematic reviews of randomised 

controlled trials as the mainstay of evidence-based 

guidelines 

As previously discussed, systematic reviews of randomised controlled trials (RCTs) have long 

been considered the gold standard of evidence-based medicine, sitting prominently atop 

the hierarchy of medical evidence (34). However, their limitations and constraints warrant 

careful examination, as an over-reliance on this methodology may inadvertently restrict our 

understanding of medical interventions and their real-world effectiveness. 

One of the most significant limitations of systematic reviews stems from publication bias in 

the underlying RCTs themselves. Research has consistently shown that studies with positive 

results are more likely to be published than those with negative or inconclusive findings 

(35).  A recent study investigating the frequency of publication bias in meta-analyses 

published in four major general medical journals (BMJ, JAMA, Lancet, and PLOS Medicine) 

indicates strong evidence of publication bias in 36% of meta-analyses of clinical trials (36).  

This systematic suppression of negative results creates a distorted evidence base from 

which reviews must draw their conclusions. Even with comprehensive search strategies and 

attempts to include unpublished data, systematic reviews cannot fully overcome this 

fundamental bias in the available literature (37). 
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RCTs, by their very nature, are conducted under highly controlled conditions with carefully 

selected patient populations. While this controlled environment enhances internal validity, 

it often comes at the cost of external validity (38). Systematic reviews aggregating such trials 

may provide reliable evidence about efficacy under ideal conditions but offer limited insight 

into effectiveness in routine clinical practice. The strict inclusion and exclusion criteria of 

RCTs often exclude important patient sub-groups, such as elderly individuals with multiple 

comorbidities or those taking multiple medicines (39). 

Healthcare practices and technologies evolve rapidly, potentially outpacing the timeframe 

required to conduct and publish both primary RCTs and subsequent systematic reviews (40). 

By the time a systematic review is published, some of its included studies may already be 

outdated, particularly in fast-moving fields like oncology or infectious disease management. 

Furthermore, systematic reviews often struggle to account for temporal changes in standard 

care practices and evolving treatment protocols (41). This temporal challenge directly 

impacts the assumption of transitivity in meta-analyses, which assumes that studies are 

similar enough to be meaningfully compared and that interventions could have been 

randomised within the same trial (42). When trials are conducted across different decades 

or contexts, this assumption becomes tenuous – for instance, what constituted 'standard 

care' in a control group from 2000 may be substantially different from standard care in 

2020, undermining the validity of indirect comparisons.  

While systematic reviews attempt to synthesise evidence across multiple studies, significant 

heterogeneity in methodological approaches, outcome measures, and reporting standards 

can complicate meaningful synthesis (43). Different trials may define and measure 

outcomes differently, use varying follow-up periods, or employ different control conditions. 

These methodological variations can make it challenging to draw definitive conclusions, 

even when statistical techniques like meta-analysis are employed (44). 

Modern healthcare increasingly involves complex interventions with multiple interacting 

components that present distinct challenges for systematic review methodology. Complex 

interventions are characterised by numerous interacting components, implementation 

variations, and strong context dependency (45). For example, a hospital-wide infection 

prevention programme might simultaneously incorporate staff training, new monitoring 
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protocols, modified cleaning procedures, and updated documentation requirements - all of 

which interact in ways that can be difficult to disaggregate and evaluate systematically. 

Quantitative systematic reviews may struggle to capture and analyse the nuanced effects of 

these interventions effectively for several interconnected reasons. First, the methodology 

often oversimplifies the fundamental question from "how and why does this intervention 

work in different contexts?" to simply "does it work?" (46). This reductionist approach can 

miss crucial implementation factors that determine success. Second, the substantial 

heterogeneity in how complex interventions are implemented across different settings 

creates significant challenges for evidence synthesis. What appears to be the 'same' 

intervention may manifest quite differently across various healthcare contexts, making 

straightforward pooling of results potentially misleading (47). 

The rigid structure of RCTs and subsequent systematic reviews may not adequately account 

for the adaptable nature of complex interventions or the importance of implementation 

context (48). This limitation becomes particularly apparent when considering the tension 

between intervention fidelity and necessary local adaptation. Healthcare settings often 

need to modify interventions to fit their specific circumstances, yet systematic reviews often 

struggle to account for these adaptations whilst assessing effectiveness (49). 

Furthermore, conventional systematic review methodology typically focuses primarily on 

outcomes whilst potentially overlooking crucial mechanisms of action. This approach may 

fail to elucidate which components are essential, how different elements interact, and what 

contextual factors are necessary for success (50). For instance, when evaluating a falls 

prevention programme, a quantitative systematic review might focus solely on fall reduction 

rates without capturing the critical interactions between staff training, environmental 

modifications, and assessment protocols that drive success. 

The Medical Research Council's framework for complex interventions suggests that more 

sophisticated approaches are needed, including methods to better describe interventions, 

understand their mechanisms of action, and account for implementation variations (51). 

This might involve incorporating qualitative and mixed methods approaches, realist review 

techniques, and process evaluations alongside effectiveness studies. Recent methodological 
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developments have begun to address these challenges, though significant limitations remain 

in current systematic review methodology for complex interventions (52). 

Even when systematic reviews include multiple studies, they may still suffer from 

insufficient statistical power, particularly when examining subgroup effects or rare 

outcomes (53). This limitation becomes particularly problematic when reviews attempt to 

draw conclusions about specific patient populations or uncommon adverse events. 

In summary, while systematic reviews of RCTs remain a crucial tool in evidence-based 

healthcare, their limitations necessitate a nuanced approach to evidence synthesis. A 

comprehensive evaluation framework that incorporates diverse evidence types, including 

observational studies, qualitative research, and real-world evidence, may provide a more 

complete understanding of medical interventions and their effectiveness in practice (17). 

Moving forward, the EBHC community must work to develop more sophisticated 

approaches to evidence synthesis that can address these limitations while maintaining the 

methodological rigour that makes systematic reviews valuable. This might include 

developing new methodologies for rapid evidence synthesis, incorporating diverse data 

sources, and better integrating qualitative and quantitative evidence to inform healthcare 

guidelines and decision making. The role of QES as part of that more sophisticated approach 

is increasingly being recognised as a key element of a new evidence hierarchy. 

The evolution and impact of qualitative evidence synthesis in 

health and social care research – where are we now? 

The growth of QES methods represents a significant methodological advancement in health 

and social care research, marking a shift from the historical dominance of quantitative 

systematic reviews. This evolution reflects a growing recognition that understanding 

complex health and social care interventions requires engagement with experiential and 

contextual evidence alongside effectiveness data (54). The development of QES 

methodologies has been particularly crucial in addressing questions about implementation, 

acceptability, and the lived experiences of both service users and providers. 

The emergence of QES has presented a fundamental challenge to strictly positivist 

approaches to evidence synthesis, which have historically dominated healthcare research. 
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Positivist paradigms, with their emphasis on objectivity, measurement, and generalisation, 

have struggled to accommodate the contextual richness and interpretative insights that 

qualitative research offers (55). QES has helped to legitimise alternative epistemological 

positions within evidence synthesis, acknowledging that different kinds of knowledge are 

needed to understand complex social phenomena in healthcare settings (56).  

Particularly significant has been the alignment of QES with critical realist perspectives in 

healthcare research. Critical realism, which acknowledges both the existence of an objective 

reality and the socially constructed nature of our knowledge about that reality, finds natural 

methodological allies in qualitative synthesis approaches (57). QES methods support critical 

realist investigations by helping to illuminate the mechanisms, contexts, and outcomes that 

characterise complex healthcare interventions. This alignment has proven especially 

valuable in understanding how interventions work, for whom, and under what 

circumstances - questions that purely positivist approaches often struggle to address (58). 

The epistemological flexibility of QES has enabled researchers to move beyond simple 

questions of effectiveness to engage with nuanced investigations of causality and context. 

This has been particularly valuable in understanding complex social interventions, where 

quantitative systematic review methods may fail to capture important aspects of how and 

why interventions succeed or fail in different (59). By embracing multiple forms of 

knowledge and understanding, QES has helped to bridge the gap between positivist and 

interpretivist approaches to evidence, supporting comprehensive and nuanced 

understanding of healthcare phenomena. 

The emergence of QES can be traced to the late 1980s, with meta-ethnography pioneered 

by Noblit and Hare providing one of the first formal methodological frameworks (60). 

However, it was not until the early 2000s that QES began to gain significant traction in 

health research, driven by growing recognition of the limitations of quantitative synthesis 

alone in addressing complex healthcare questions (61). This methodological evolution 

occurred against a backdrop of increasing acceptance of qualitative research in healthcare 

generally, and growing awareness of the need to synthesise qualitative evidence 

systematically. 



QES in Guidelines 

32 | P a g e  
 

The development of various QES approaches reflects different epistemological positions and 

analytical needs. Meta-ethnography, thematic synthesis, framework synthesis, amongst 

others, emerged as distinct but complementary approaches, each offering different 

possibilities for knowledge synthesis (62). The choice between these methods often 

depends on the review question, the nature of available evidence, and the intended use of 

the synthesis findings (63). 

Methodological Rigour and Development 

Contemporary QES has developed sophisticated approaches to support methodological 

rigour. The introduction of the ENTREQ guidelines (Enhancing Transparency in Reporting the 

Synthesis of Qualitative Research) in 2012 marked a significant step towards standardising 

reporting practices (64). Similarly, the development of quality assessment tools specifically 

for qualitative synthesis, such as that provided by CASP (Critical Appraisal Skills Programme), 

helped establish consistent quality standards (65). Both ENTREQ and the CASP qualitative 

checklist were developed using inadequate tool development methods.. The recent 

publication of the CAMELOT tool for assessing methodological limitations of qualitative 

research has in large part superseded previous assessment tools (66), and work is underway 

in an MRC funded project led by Emma France and Jane Noyes to develop Preferred 

Reporting Items for Systematic Reviews and Meta-analysis (PRISMA) reporting criteria for 

QES (67). 

The methodological sophistication of QES has grown considerably, with approaches now 

capable of handling various types of qualitative evidence. These developments include: 

Theoretical and methodological advancement:  

• Best practice in QES is moving beyond simple aggregation of findings to interpretative 

approaches that can generate new theoretical insights. Meta-ethnography, in particular, 

has demonstrated its capacity for theory development through the synthesis of multiple 

qualitative studies (68). 

• Mixed methods reviews for integrating qualitative and quantitative data have become 

increasingly sophisticated, developing methods to integrate qualitative and quantitative 

findings meaningfully (69, 70).  
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• Additionally, the development of GRADE-CERQual (Confidence in the Evidence from 

Reviews of Qualitative Research) has provided a structured approach to assessing 

confidence in review findings, comparable to GRADE for quantitative reviews (71).  

Potential impact on health and social care practice 

• The potential influence of QES on health and social care practice is substantial and 

multifaceted. For example, in: 

Understanding implementation: QES has provided crucial insights into implementation 

challenges and facilitators, helping to bridge the gap between evidence and practice. 

Studies have shown how qualitative synthesis can illuminate barriers to implementation 

that might not be apparent from quantitative data alone (72). 

Patient experience and engagement: Syntheses of qualitative research have been 

instrumental in bringing patient voices into evidence-based practice, providing systematic 

ways to understand and incorporate patient experiences into healthcare decision making 

(73). 

Methodological Challenges and Future Directions 

Despite its evolution, QES continues to face several methodological challenges: 

Quality assessment: The ongoing debate about how best to assess the quality of primary 

qualitative studies and their subsequent synthesis remains active, with various approaches 

proposed but no clear consensus (see above for comments about the CAMELOT tool 

however) (74). 

Integration with quantitative evidence: While mixed-methods reviews are increasingly 

common, methodological questions persist about the best ways to integrate qualitative and 

quantitative findings meaningfully (75). 

Technology and scale: The growing volume of qualitative research presents challenges for 

comprehensive synthesis. Emerging methods incorporating machine learning and artificial 

intelligence may offer new possibilities for handling large volumes of qualitative data (see 

also below) (76). 
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A critical examination of the role of QES in developing health 

and social care guidelines 

Contribution to Guideline Development 

QES can make several critical contributions to the guideline development process through 

multiple interconnected mechanisms. The first key mechanism is its ability to substantially 

enhance the relevance and acceptability of guidelines by incorporating nuanced patient and 

provider perspectives into their development (77). Furthermore, QES can help to 

systematically identify and analyse implementation barriers and facilitators by synthesising 

diverse stakeholder experiences across different healthcare contexts (78).  

Methodological Considerations 

Approaches to qualitative evidence synthesis in guideline development 

The methodological approach chosen for QES is likely to influence its utility in guideline 

development. For example, the choice between interpretive and aggregative approaches 

might have substantial implications for how evidence informs guidelines and shapes their 

eventual implementation (63). Interpretive approaches to QES, such as meta-ethnography 

and critical interpretive synthesis, focus on developing new theoretical understandings 

through the synthesis of qualitative findings, for example, about access to healthcare (79). 

The key strength of interpretive approaches lies in their ability to generate sophisticated 

theoretical frameworks that explain how and why interventions work in different contexts. 

However, these approaches typically require more time and resources compared to 

aggregative methods, potentially limiting their feasibility in some guideline development 

contexts (80). 

Aggregative approaches, for example, meta-aggregation, focus on summarising and 

combining findings across studies. They can be particularly effective for addressing specific, 

focussed questions about stakeholder experiences and implementation factors. The primary 

advantage of aggregative approaches lies in their systematic nature and closer alignment 

with quantitative evidence synthesis methods. Guideline development teams who are 

primarily quantitative systematic reviewers are likely to find it easier to adopt aggregative 

approaches due to their familiarity and perceived transparency. However, these approaches 
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are less likely to generate new theoretical insights that could inform guideline adaptation 

across different contexts. 

Implications for guideline development 

The choice between interpretive and aggregative approaches depends on guideline 

development needs, resources available and staff skills and training. 

Interpretive approaches aim to generate new conceptual understandings by reinterpreting 

primary data across studies, making them well-suited for exploring complexity and meaning. 

They are most valuable when: 

• Guidelines address complex healthcare interventions requiring theoretical 

understanding 

• Implementation contexts vary significantly 

• Available evidence shows substantial contextual variation 

• Resource and time constraints allow for in-depth analysis (81, 82) 

Aggregative approaches, such as thematic synthesis and meta-summary, aim to summarise 

and categorise findings across studies without generating new theory, making them ideal for 

informing policy and practice in a structured and timely manner. This means they are more 

suitable when: 

• Guidelines focus on specific, well-defined questions 

• Rapid synthesis is required 

• Available evidence is relatively homogeneous 

• Resource constraints necessitate a more streamlined approach (81, 82). 

A comprehensive piece of work was undertaken as part of the INTEGRATE-EU project (63).  

Challenges and Limitations 

Despite its value, the integration of QES in guideline development faces substantial 

operational and methodological challenges.  
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Time constraints may pose a particular challenge, with comprehensive QES typically taking 

some time to complete. This timeline often conflicts with policy-driven guideline 

development schedules, although developing methods for time-sensitive qualitative 

evidence syntheses are being increasingly used (83). Additionally, guideline organisations 

often lack staff with specialised qualitative research expertise, leading to potential quality 

compromises. 

Future developments 
The field continues to evolve, with several promising directions but also with challenges: 

Stakeholder Engagement: There is growing emphasis on involving stakeholders throughout 

the synthesis process, recognising the value of different forms of knowledge and expertise 

(84). 

Methodological Innovation: Work continues to enhance the methodological rigour of QES, 

from recent methodological developments such as CAMELOT (previously mentioned) for 

methodological assessment of qualitative studies, to evidence-based tools to assess data 

richness and thickness (85). The publication of a Cochrane Campbell handbook for 

qualitative evidence synthesis (currently largely available online) is also due in February 

2026 (86).  

New approaches are also being developed to handle complex interventions and context-

dependent findings effectively. Realist synthesis approaches, for example, represent 

important methodological innovations in this space, using both qualitative and quantitative 

data  (87). 

Artificial Intelligence, Large Language Models and Automation 

Within the field of health and social care generally, but perhaps especially in the area of 

evidence synthesis, there is unprecedented interest in the benefits and efficiencies that may 

come from the integration of artificial intelligence (AI), large language models (LLMs), and 

automation into QES. These technologies present both significant opportunities and 

challenges for health and social care research synthesis. Over the next five years, they are 

poised to transform the landscape of evidence synthesis, potentially enhancing efficiency, 

accuracy, and comprehensiveness. 
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AI and LLMs can automate labour-intensive tasks such as literature searches, screening of 

studies, and data extraction. This automation can significantly reduce the time required to 

conduct systematic reviews, allowing researchers to focus on higher-level analysis and 

interpretation. For instance, AI-driven tools can quickly scan and categorise thousands of 

articles, identifying relevant studies in a fraction of the time it would take a human 

researcher (88). It is unclear whether technologies currently in use at NICE for priority 

screening (a large language algorithm that re-orders searches based on analysis of human 

reviewer decisions about inclusion and exclusion during initial sifting) are effective when 

screening qualitative studies. 

AI tools also have the potential to minimise human error in data extraction and synthesis. By 

standardising processes, these technologies may be useful in checking that data is 

consistently and accurately extracted, at least in the case of quantitative studies. Whether 

this will be possible for qualitative studies is unclear.  

AI can identify patterns and relationships within qualitative data that may not be 

immediately apparent to human researchers. These advanced analytical capabilities can 

uncover new insights and enhance the depth of qualitative analyses. For example, natural 

language processing (NLP) techniques can analyse textual data to detect emerging themes 

and trends (88). The key challenge is ensuring the quality and reliability of AI-generated 

outputs. AI models can inadvertently introduce biases based on the data they are trained 

on, which can affect the validity of the evidence synthesis. This means that AI tools need to 

be continuously monitored and evaluated to mitigate this risk and that thorough 

assessment of the sources of training data and the potential for algorithmic bias is made 

before these tools are introduced (90). 

The use of AI in QES also raises ethical issues related to transparency and accountability. AI 

processes need to be transparent, and the decision-making criteria used by AI tools must be 

clearly documented and understood. Ethical considerations also include the potential for AI 

to perpetuate existing biases and the need for equitable access to AI technologies (89). 

Implementing AI and LLMs in QES requires technical expertise and infrastructure that may 

not be readily available. Training reviewers to effectively use these tools and integrating 

them into existing workflows can be challenging. Institutions may need to invest in 
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specialised training programs and technical support to facilitate the adoption of AI 

technologies (90). 

The use of AI and automation involves handling large volumes of sensitive data. Ensuring 

data privacy and security is paramount. Although systematic reviews and QES do not 

routinely contain sensitive data related to patients, there are concerns around, for example, 

storage of copyrighted data outside of the organisation (i.e. on servers belonging to another 

organisation) (89). 

Most importantly, while AI can assist in managing and analysing qualitative data, 

interpreting the nuanced and context-specific nature of qualitative findings remains a 

challenge. Human expertise is essential to ensure that the interpretations are meaningful 

and accurately reflect the data. AI tools are aids rather than replacements for human 

judgment in qualitative research. 

Living Systematic Reviews and Living Guidelines 

The following section is a summary of a short paper highlighting the need to consider the 

future of QES in guidelines if guidelines were to move towards a living model of constant 

updating. Since the publication of the paper, interest in living guidelines has dampened 

considerably, however the challenges and opportunities remain. The full proof version of 

the paper is in appendix L and the published version of the paper is available at: 

Carmona, C., Carroll, C. & Baxter, S. The move towards living systematic reviews and living 

guidelines in healthcare: consideration of the possibilities and challenges for living 

qualitative evidence syntheses. Syst Rev 12, 47 (2023). https://doi.org/10.1186/s13643-023-

02218-0  

The article addresses the challenges and possibilities for developing living QES in response 

to the growing trend of living systematic reviews and living guidelines in healthcare. 

The paper identifies that while QES has become increasingly valued in guideline 

development for understanding patient preferences and treatment acceptability, the 

emergence of living systematic reviews and living guidelines —particularly accelerated by 

the COVID-19 pandemic—potentially threatens the (continued) inclusion of QES. The 

https://doi.org/10.1186/s13643-023-02218-0
https://doi.org/10.1186/s13643-023-02218-0
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fundamental problem is that no established methodologies currently exist for creating 

"living QES" that can be rapidly and frequently updated. 

The commentary outlines key characteristics of living reviews, which include continuous 

monitoring of evidence, immediate incorporation of new important findings, up-to-date 

communication regarding review status, and pre-defined decision frameworks for evidence 

integration. Whilst these protocols are relatively straightforward for quantitative systematic 

reviews, QES presents unique challenges. 

The paper highlights several specific difficulties in adapting QES to a living format. Firstly, 

searching for qualitative studies is typically more complex than for randomised controlled 

trials, potentially requiring greater resources for regular screening. Secondly, different QES 

methodologies may encounter varying levels of difficulty in incorporating new evidence. 

Interpretive approaches (e.g., meta-ethnography) might require substantial reworking to 

accommodate new data, whereas aggregative approaches may integrate new findings more 

readily. 

A distinctive consideration for living QES is the currency of qualitative data. Unlike 

quantitative evidence on drug efficacy, which may remain relatively constant, qualitative 

evidence reflects social and individual views that evolve over time. This raises questions 

about when evidence should be "retired" from a living QES and whether such syntheses 

have finite lifespans before requiring complete revision. The paper also address how living 

QES might inform living guidelines. Unlike quantitative reviews, where changes in effect size 

may trigger guideline updates, the implications of new qualitative evidence may be less 

clearly defined. The commentary concludes that QES methodologists must urgently develop 

efficient processes for updating QES if the synthesis of qualitative evidence is to continue 

meeting the needs of health guideline producers in this emerging era of living evidence. 

This piece represents a call to action for qualitative researchers to ensure their 

methodologies remain relevant and valuable in the rapidly evolving landscape of evidence-

based healthcare, where the demand for current, frequently updated guidelines is 

increasing. 
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Timeliness and the Move to Short Updates of Recommendations 

Internationally, guideline producers and systematic reviewers are facing pressure to 

produce guidance quickly. For example, the WHO approach to rapid guideline development 

during emergencies has evolved since the Ebola outbreak in 2014. Since then, they have 

developed living guidelines for COVID-19 clinical management and therapeutics in response 

to urgent public health needs. The WHO Guidelines Review Committee implemented 

specific methodology for "rapid advice guidelines" that significantly compressed previous 

timelines (91). The Scottish Intercollegiate Guidelines Network (SIGN) has implemented 

expedited review processes for urgent clinical questions. During the COVID-19 pandemic, 

SIGN partnered with NICE on rapid guidance development, with their joint rapid guideline 

on managing COVID-19's long-term effects demonstrating this accelerated approach (92), 

and Cochrane established specific methodology for rapid reviews, allowing evidence 

synthesis in 1-2 months instead of 1-2 years (91). The Cochrane COVID-19 Study Register 

was created to streamline identification of relevant studies, supporting their rapid review 

initiative during the pandemic (93). 

Currently NICE is implementing a wide-sweeping transformation. Part of the current 

transformation plan is a focus on the timeliness of guidance products 

(https://www.nice.org.uk/about/who-we-are/corporate-publications/the-nice-strategy-

2021-to-2026), which in real terms means that they have the rather naively paradoxical aim 

of producing guidance more quickly while maintaining rigour. Currently, internal teams at 

NICE of 1.3 to 2.3 full-time equivalent staff produce a quantitative systematic review in 6-8 

weeks. In 2014, the average time to produce a systematic review (based on registry data 

from PROSPERO) was 67.3 weeks for a team of average five people (94), although 

developments in automation tools have led to more recent phenomena like the 2-week 

systematic review process (95), along with wider acceptance of ‘rapid review’ methods such 

as those recently updated by the Cochrane Rapid Reviews Methods Group (96). Producing 

high-quality QES can be a slow process, involving substantially more reflection and critical 

engagement than a typical systematic review process, and recent developments in methods 

for QES are remarkable in their comprehensiveness and adherence to the tenets of the 

qualitative paradigm. However, as a result they are quite slow procedurally. Examples could 

include the Interactive Summary of Qualitative Findings (ISoQ) tool (97) for GRADE-CERQual, 

https://www.nice.org.uk/about/who-we-are/corporate-publications/the-nice-strategy-2021-to-2026
https://www.nice.org.uk/about/who-we-are/corporate-publications/the-nice-strategy-2021-to-2026
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which is the interactive software for assessing the level of confidence in themes resulting 

from QES, but requires extensive setting up, or the recently released CAMELOT tool (66) for 

assessing the methodological limitations of qualitative evidence for use in QES. While far 

superior to the previously favoured CASP checklist (98), the CAMELOT tool may be more 

time-consuming to complete. 

In spite of this, there is a developing momentum to understand what a ‘rapid’ QES might 

look like, and the Cochrane Rapid Reviews Methods Group and the Cochrane Qualitative 

and Implementation Methods Group published a paper in early 2024 describing some of the 

possibilities. They identify methods of synthesis that work well with large numbers of 

studies or amounts of data and conclude that “judicious use of Grading of 

Recommendations Assessment, Development and Evaluation approach for assessing the 

Confidence of Evidence from Reviews of Qualitative research assessments and of software 

as appropriate help to achieve a timely and useful review product.” (99). 

A somewhat related point where a rapid QES process would be perceived as beneficial is in 

the changes to the way that NICE manages its portfolio of guidelines, with  an emphasis on 

shorter updates to specific recommendations or to specific small areas of a guideline rather 

than full updates of older guidelines. In many cases, the trigger for these updates is the 

publication of a new trial or effectiveness study that has been monitored by the NICE 

surveillance team. However ongoing qualitative studies are not monitored and therefore an 

update would never be triggered by a qualitative study that had been monitored being 

published. 

Summary 

The growth of QES represents a significant methodological advancement in health and social 

care research and has had a large impact on EBHC. Its evolution from relative obscurity to 

mainstream acceptance reflects both methodological maturation and growing recognition 

of the importance of qualitative evidence in understanding complex health and social care 

interventions, however, its place is far from secure. As the field continues to develop, 

maintaining methodological rigour while embracing innovation will be crucial for its 

continued evolution and utility. One of the areas where development is needed concerns 
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exactly how it might be used in guideline development. Chapter 2 explores this from a 

historical perspective by analysing existing guidance on using QES in guideline development. 
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CHAPTER 2: SYSTEMATIC REVIEW OF THE METHODOLOGICAL 

LITERATURE FOR INTEGRATING QUALITATIVE EVIDENCE 

SYNTHESES INTO GUIDELINE DEVELOPMENT  

This chapter presents the first study carried out as part of the PhD. It comprises a systematic 

review of the available methodological literature to explore and summarise what is known 

about best practice in incorporating evidence from QES in the development of health 

guidelines. 

The primary aim of this chapter is to identify gaps in the reviewed literature where there is 

little analysis or guidance on parts of the process of using QES to inform guidelines, and to 

identify those areas of the process where there is broad consensus about methods, and 

those areas where there is either no consensus or disagreement. 

This chapter reports the first study undertaken for this PhD, which means that some time 

has passed since this review was completed. Most of the important work published since 

then is reported in the previous chapter, and, prima facie, none would have met the 

inclusion criteria for this review. However, a full re-run search was not undertaken. 

An abridged version of this chapter was published in Research Synthesis Methods in 2021 

(see appendix E for final proof version). 

Carmona C, Baxter S, Carroll C. Systematic review of the methodological literature 

for integrating qualitative evidence syntheses into health guideline 

development. Res Syn Meth. 2021; 12: 491–505. https://doi.org/10.1002/jrsm.1483 

Within this chapter general references are listed in the reference section with Vancouver 

style referencing. Studies formally included in the analysis are referenced Harvard style to 

allow consistency of attribution while reading. The full references for these papers are listed 

at the end of the chapter. 

Introduction  

The use of findings from qualitative evidence syntheses as evidence in the development of 

health guidelines is growing as the need for relevant and context-sensitive evidence 

increases (100). This is commonly agreed to be because qualitative data can answer 

https://doi.org/10.1002/jrsm.1483
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particular types of questions far better than quantitative data. Quantitative data is still key 

for studies of efficacy, but the parts of clinical effectiveness that are dealt with by 

understanding patient preference, and other softer contextual outcomes such as feasibility 

and acceptability can best be brought to light by qualitative study (101). The move towards 

QES is also driven by the move towards greater patient-centredness in health systems, for 

example shared decision-making, and the greater inclusion of patients and lay experts in 

guideline-producing committees (102). 

Lewin et al. (103) build on the theme by claiming that incorporating QES into guideline 

development can help to represent people who may otherwise be excluded from the 

process (p.3) and Carroll (104) notes that QES can also potentially offer a valuable 

supplement to the experiences of patient representatives on guideline panels. 

NICE (105) give some examples of when QES might usefully answer questions related to 

guideline production (p.78): 

• How do different groups of practitioners, people using services or stakeholders 

perceive the issue (for example, does this vary according to profession, age, gender, 

or family origin)?  

• What social and cultural beliefs, attitudes or practices might affect this issue? 

• How do different groups perceive the intervention or available options? What are 

their preferences?  

• What approaches are used in practice? How effective are they in the views of 

different groups of practitioners, people using services or stakeholders?  

• What is a desired, appropriate, or acceptable outcome for people using services? 

What outcomes are important to them?  

• What do practitioner, service user or stakeholder groups perceive to be the factors 

that may help or hinder change in this area?  

• What do people affected by the guideline think about current or proposed practice?  

• Why do people make the choices they do or behave in the way that they do? 
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•  How is a public health issue represented in the media and popular culture?  

This does not mean that advocates of QES in guideline development are oblivious to the 

challenges of the approach. Several consistent concerns arise about using QES within 

guideline-producing bodies: 

Training – Authors acknowledge that guideline producers are principally systematic 

reviewers who may have no background or expertise in qualitative methods, and therefore 

need training to be able to produce high-quality QES (106).  

Methodological issues –Many qualitative researchers do not support the notion of 

synthesising qualitative research, and for those that do there is no universally accepted way 

of doing this in health and social care (102) (though this position has changed somewhat 

since the publication of that paper). Qualitative research itself is criticised as being context-

dependent and specific, for including an insufficient number of informants, for being 

interpretative and, because it usually relies on small, purposive samples, for having a low 

degree of generalisation (107, 108). An additional issue here is the linking, mixing, or 

merging of qualitative and quantitative evidence. As Carroll notes, there is no ready-made 

toolkit for doing this (104). Additionally, when Tan et al. (109) reviewed the use of 

qualitative data by NICE up to 2009, they noticed a lack of consistency in terminology and 

method and even lack of agreement about what constituted a qualitative study across their 

different guideline-producing centres (p.172) 

Committee processes – Lewin et al. (103) and Glenton et al. (101) refer to processes about 

how committees make decisions on the basis of qualitative evidence, and furthermore, how 

the strength of evidence relates to the strength of recommendation when QES is included, 

with Glenton et al. noting that the WHO guidelines have had their guidelines criticised for 

making ‘strong recommendations’ despite there being only low or very low confidence in 

the underpinning evidence. They point out that WHO guideline panels are expected to take 

into account broader evidence about acceptability, feasibility, and equity, in addition to 

evidence about effectiveness.  

Given the increasing pressure to use findings from qualitative research in the development 

of health guidelines, alongside the ongoing concerns over their use and the readiness of 
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guideline-producing bodies to integrate this kind of evidence into their processes, it is 

crucial to examine the methods that are being adopted or proposed both by experts in the 

field, and by guideline-producing bodies themselves. Recent growth and development in 

methods and standards for qualitative evidence synthesis, and the development of tools to 

ensure transparency both in qualitative synthesis (for example CERQual (110)) and in 

guideline development (for example, the DECIDE collaboration Evidence-to-Decision 

framework (111) has put qualitative evidence firmly on the agenda for evidence-based 

medicine, but the most appropriate methods for using it during guideline development 

remain unclear. This chapter will systematically review the methodological literature that 

addresses this topic with the aim of producing a thorough overview of the state of the field. 

Review question 

What methods and processes are proposed in the methodological literature for 

incorporating QES into evidence-based health guideline development? 

Protocol 

The protocol for this review is in appendix A 

The protocol was written using the fields laid out by PROSPERO, the international database 

of prospectively registered systematic reviews where there is a health related outcome 

(112). This review protocol was not prospectively registered with PROSPERO because it does 

not currently accept registrations for scoping reviews, literature reviews (such as this one) 

or mapping reviews. However, the PROSPERO framework for review protocols provides a 

useful and comprehensive framework to ensure that the key relevant parameters of the 

review have been planned. 

Methods 

Inclusion and Exclusion Criteria 

Health related databases were searched for papers published in English since 2000 that met 

three criteria: 

• They were about the synthesis of primary qualitative evidence 

• They were about a process of guideline production 
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• They described some level of methodology for using the QES to inform the 

development of guidelines 

These criteria were chosen for several reasons. Firstly, searching for qualitative health 

studies is challenging in itself (113), and searching for qualitative methodological papers 

even more so. Methodological reviews typically involve sensitive searches across multiple 

databases (114) which, as a result of the sensitivity, retrieve large numbers of papers. This is 

resource intensive and involves high volume of sifting for little yield. Secondly, recent years 

have seen an explosion of publications describing general QES methods (73, 115) and a 

further generic review of QES methods would have added little to this literature.  

On this basis it was agreed that limiting the searches to papers that reported methods of 

QES specifically in the context of health guidelines would be a way to manage the large 

volume of papers that would need to be sifted. 

Search Strategy 

Searches were conducted across the following health databases: 

• MEDLINE (including MEDLINE in-process) 

• EMBASE 

• CINAHL 

• PsycINFO 

From 2000 up until 15 August 2019 

Supplementary searches were conducted in Google Scholar (116) using the search string 

‘qualitative synthesis guideline development’. Relevant results from the first eight pages 

were added to the search results. 

Reference lists of included papers were checked for further potential includes. 

A full search history can be found in appendix B. 

Results from searches were downloaded into EPPI reviewer software (117), where they 

were de-duplicated in preparation for sifting. 
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Sifting 

Titles and abstracts for all papers were screened using the EPPI reviewer 5 software. Papers 

that appeared to meet the three inclusion criteria outlined above, or those where it was 

uncertain whether the criteria were met or not were identified for further examination. The 

papers identified as potential includes were downloaded in full text form and a second 

round of sifting took place using the full text of the articles. Articles marked for inclusion at 

this stage also had their reference lists checked to identify further papers. 

To maximise transparency of selection at the full text stage, a simple checklist was used to 

check that papers met the criteria for inclusion as described above (see appendix C for 

completed checklist). 

Data Extraction 

Included papers were uploaded in portable document format (pdf) into NVivo 12 (118) and 

were marked up using a combination of a priori and emergent codes that related specifically 

to stages in the reviewing process. 

A simple a priori data extraction structure was set up to map to different stages of the 

reviewing process. The purpose of the structure was to enable the sorting of the content of 

included papers into the different stages of the review process to allow comparison and 

aggregation of the content of the papers by review stage. The stages were chosen to 

represent the discrete tasks that are involved in creating a classical systematic review or 

QES. They were specifically kept at a general level because early reading of the included 

papers indicated that there was insufficient granularity in them to justify a more nuanced 

structure: 

• Protocol/scope/review question 

• Search 

• Study selection 

• Data synthesis 

• Critical appraisal 
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• Quality appraisal 

• Making recommendations 

• Use of logic models/frameworks 

• Integration with quantitative data/reviews 

• Reporting 

Along with three additional categories: 

• Benefits of using QES in guidelines 

• Challenges of using QES in guidelines 

• Existing QES methodologies that have been used in guideline development 

Additional emergent themes were coded as ‘child’ codes as they occurred to allow for 

additional stages of the guideline development process to highlight themselves during the 

data extraction process. 

Results 

Flow of Papers 

Systematic searching of databases (appendix B) yielded a total of 5,822 references. These 

were uploaded into EPPI reviewer 5 software (117) and a deduplication algorithm was run. 

756 duplicate records were identified and removed from the database. 

In total, 5,066 records were screened at title and abstract level. Records that stated or 

implied that the full paper was about qualitative evidence synthesis, guideline development 

and had some methodological detail about a process for using QES in guideline 

development were marked for full text assessment. 5,019 records were excluded with 47 

papers marked for full text examination.  

Forty-seven papers were assessed against a study inclusion checklist (appendix C) to check 

whether they met the above inclusion criteria. Papers that did meet the inclusion criteria 

had their reference lists checked for additional relevant articles. Eleven articles met the 
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inclusion criteria, and six additional references were identified from reference list checking. 

A total of 17 papers were included in the review. 

For a PRISMA diagram describing the flow of papers, see Figure 1. 

Figure 1: PRISMA flow diagram 

 

Excluded papers 

For a list of papers excluded at full text, along with reasons for their exclusion, see appendix 

D. 
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Included Papers 

Full references of included papers are provided at the end of the chapter. 

Table 1 provides a brief summary of each paper. 

Table 1: Brief details of included papers 

Author Type of paper Summary 

Booth 2016 Guidance A report funded by the EU as part of a series on 

evaluating complex interventions (‘integrate-

HTA’). 

The guidance document sets out a framework to 

enable reviewers to choose between different 

QES methods depending on the question they are 

asking. 

Carroll 2017 BMJ Analysis The analysis focusses on the need for successful 

guidelines to reflect patient views and argues that 

qualitative evidence is a key way to do this. 

The paper is not primarily a detailed 

methodological paper but contains some 

extractable methodological detail. 

Downe 2019 Research article The first in a series of three papers that have 

been written by a group of methodologists 

working with the WHO on guidelines that 

integrated QES. The authors examine the use of 

QES in developing clinical and health systems 

guidelines. 

Flemming 2019 Analysis This paper presents an overview of the ways QES 

can be used to address complex interventions. 
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Author Type of paper Summary 

Glenton 2016 Manual/handbook Chapter 15 of the WHO handbook for guideline 

development specifically about using evidence 

from qualitative research to develop WHO 

guidelines. 

Glenton 2019 Research article The third in a series of three papers describing 

the use of QES to inform the development of 

clinical and health systems guidelines by a team 

of methodologists who have worked with WHO. 

The WHO is increasingly using evidence derived 

from QES to provide information on acceptability 

and feasibility in its guidelines. 

Gould 2010  Methodological 

report 

Gould describes qualitative work done to support 

the production of two social care guidelines by 

the UK National Institute for Health and Care 

Excellence (NICE). 

Hansen 2011 Methodological 

report 

This article focuses on qualitative research 

synthesis in eliciting patients’ perspectives as part 

of the growing drive to include patient views in 

policy and HTA. 

Knaapen 2015 Toolkit (chapter) Chapter 2 of a Guidelines International Network 

(GIN) toolkit on patient and public involvement in 

guidelines. It contains practical ideas about how 

to conduct a qualitative evidence synthesis as 

part of the guideline development process.  

Kristensen 2007 Manual/handbook The 2007 updated edition of the Health 

Technology Assessment Handbook that was 

issued by the Danish National Board of Health in 
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Author Type of paper Summary 

2001 as part of the fulfilment of the National 

Strategy for HTA. Contains some general detail 

about QES and also a specific chapter on 

assessment and syntheses [sic] of qualitative 

studies (s.4.2). 

Lewin 2018 Commentary Argues that the development of more robust 

(transparent) methods and tools for QES has 

widened the opportunities for QES to be used to 

inform health guidelines (in the context of the 

WHO). 

Lewin 2019 Research article This is the second in a series of three papers 

written by methodologists working with the WHO 

that examines the use of QES in developing 

clinical and health system guidelines. It 

specifically discusses using qualitative findings as 

part of Evidence-to-Decision frameworks. 

 

NICE Manual 

2018 

Manual The process manual used by NICE to produce 

clinical guidelines. The NICE manual includes 

details of synthesis for all the types of evidence it 

uses, not just qualitative evidence. 

Ring 2010 Guidance Guidance from NHS Quality Improvement 

Scotland about the various methods of QES that 

could be used in HTA.  
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Author Type of paper Summary 

Ring 2011 Research article The authors conducted a systematic search to 

identify QES and reflect on the methodological 

approach used. 

Swedish Agency 

for Health 

Technology 

Assessment and 

Assessment of 

Social Services 

(SBU) 2016 

Manual Swedish agency for health technology assessment 

manual for evaluating and synthesising 

qualitative material. 

Tan 2009 Evidence 

utilisation report 

Describes the use of qualitative research as 

evidence in a national clinical guideline program 

(National Institute for Health and Clinical 

Excellence – NICE, UK).  

 

Final Data Extraction Framework 

The 17 papers were uploaded in.pdf format to NVivo 12 as described above. During data 

extraction several additional ‘child’ code nodes were created where it was possible to add 

granularity to the a priori nodes. The final data extraction structure is presented in Table 2. 

The nodes to which the data was extracted are in column 1, column 2 indicates the number 

of papers that contributed data to that node, and column 3 gives the total number of items 

of data from those papers extracted to that node, for example, node 1 ‘Review protocol and 

scoping’ has 11 items of qualitative data for seven different papers. Node names that are 

inset and bulleted are ’child nodes’ of the node above. 

Table 2: Data extraction structure from NVivo - methods and processes proposed in the 

methodological literature for incorporating QES into evidence-based health guideline 

development 
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Name of node Papers that 

contribute 

to node 

Total items 

coded to 

node 

1 Review protocol and scoping 7 11 

• Reflexivity 2 2 

2 Identifying evidence 12 29 

3 Study selection 3 7 

4 Data synthesis 9 22 

5 Critical appraisal 10 13 

6 Reporting standards*  3 3 

• Evidence statements 1 1 

• Evidence tables 2 2 

• Reporting tools 1 1 

• SoQF1 1 1 

7 Recommendations* 3 9 

• CERQual 6 10 

• Committee 3 5 

• EtD frameworks2 5 22 

o Implementation 

issues 

1 7 

• Using frameworks 1 3 

Benefits of using QES 7 10 
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Challenges 9 9 

Methodologies for QES 8 21 

Overall process 3 5 

When to use qualitative reviews 1 1 

* In this analysis child codes were not aggregated into the parent 

node, so the parent node does not contain all of the data in the 

child nodes. 

1 SoQF – summary of qualitative findings 

2 EtD framework – Evidence-to-decision framework 

 

Distribution of Data 

The distribution of data extracted across the 17 papers was very variable, with the 

distribution of data clustering more closely around the areas of QES where there is greater 

consensus, and with fewer authors tackling the issues that are perceived as more difficult. A 

breakdown of the distribution of coded data is presented in Figure 2.  

Figure 2: Coding frequency
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Description of extracted data 

The following sections aggregate the data extracted from the 17 included papers by node 

(as described above). Where the data are consistent enough to do so seamlessly, nodes 

have been reported under the same subheading. The methods and processes proposed in 

the methodological literature for incorporating QES into evidence-based health guideline 

development are as follows: 

Methods for review protocol development or scope generation 

Seven of the 17 included papers discussed or referred to the need for a scoping process or a 

process of review protocol generation before the searching and literature identification 

phase of the development of a guideline. As part of this preparation phase, two studies 

(Downe et al. (2019) and Ring et al. (2010)) make reference to the importance of reflexivity. 

It is not normal practice in quantitative systematic reviewing to provide any kind of 

reflexivity statement because quantitative research designs are intended to minimise the 

effects of bias through randomisation and robust and transparent methods. Qualitative 

primary research, however, tends to embrace reflexivity and positionality, recognising the 

researcher's influence as an integral part of the inquiry rather than a bias to be removed.. 

Downe et al. characterise a reflexivity statement as a way to be transparent about the 

views, values, and beliefs of the review authors so that the readers of the review have an 

“insight into the lens through which the authors have viewed their data.”. Both papers gave 

an example of a reflexivity statement. 

In terms of the scoping or review protocol development itself, Lewin et al. (2019:15) 

describe the critical tasks for the scoping phase of a guideline as identifying the 

interventions, stakeholders, and contexts relevant to the guideline questions. They note 

that this can be time-consuming, and that adequate time needs to be set aside for this part 

of the process. 

In general, the scoping or protocol development phase was regarded as the first phase of 

the development of the guideline and was a precursor of any qualitative or quantitative 

synthesis. Knaapen et al. (2015:28) note the importance of considering the review questions 

before beginning to review the literature, and the scoping or protocol development stage is 

the first step towards doing this.  
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However, Glenton et al (2016:184) point out that qualitative evidence can also be a useful 

way to establish the scope of the work to be undertaken itself, suggesting that a QES might 

be used to inform the scope of the guideline and that there might be a more dynamic 

relationship between the guideline committee and the scope that could be at least partly 

mediated by QES.  

The protocol/scope itself should make use of expert input to ensure that it is relevant. This 

could be topic experts or policy makers to ensure the review question is topic/policy-

relevant (Ring et al.2010), or it could enlist the help of the guideline development group to 

ensure relevance (Glenton et al.2016), though this process is time-consuming and may slow 

down the protocol development process (Ring 2010). It should include the objective of the 

review, criteria for including studies the search strategy, data collection and analysis, and a 

reflexivity statement. The criteria for including studies can be based on a modified PICO(S) 

framework or can make use of the SPICE protocol (SBU 2016:17), though the authors note 

that its isn’t necessary that every component is part of every study. The framework can be 

regarded as heuristic, as a “helpful guide”. 

Ring et al (2010) propose that the review protocol or scope should be made publicly 

available before the review commences in the same way as a quantitative systematic review 

would be registered. QES protocols can be registered in international databases of 

prospectively registered systematic reviews such as PROSPERO (112). 

Overall, there is broad agreement that a review protocol or scope should use expert input 

(for example a guideline committee, or service user organisation) to derive the review 

question and the criteria for that review (for example using a PICO or SPICE format). The 

protocol should be the first stage of the process unless there is some search for evidence to 

inform the scope or protocol (for example a QES). Scopes or protocols for QES may include a 

reflexivity statement. 

Methods for identifying literature 

Two thirds of the included papers contained information regarding the optimal methods of 

identifying evidence for a qualitative evidence synthesis. Most agreed that as part of the 

process there needed to be a systematic search of databases and pointed out that in many 



QES in Guidelines 

59 | P a g e  
 

ways this was similar to quantitative database searching. Like literature searching for 

quantitative reviews, there is a focus on systematic and reproducible searching across a 

range of databases that suitably cover the area of the research question. This may involve 

going beyond the usual medical and healthcare databases, especially if the question relates 

to public health or social care (Hansen et al. 2011:146 and Gould 2010:103), and it is 

suggested that relevant additional databases to be searched include CINAHL, PsycINFO, 

Applied Social Sciences Index and Abstracts (ASSIA), Social Science Citation Index (SSCI), and 

AnthroSource (Knaapen et al. 2015). The choice of databases should be driven by the 

research question (SBU 2016:19). This focus on systematic searching represents a step-

change from earlier in the 2000s where searching seems to have been less developed. A 

review of qualitative evidence used in the production of NICE clinical guidelines by Tan et al. 

(2009) found that at that point in time there was no evidence of any standardised 

methodology across the 22 clinical guidelines that incorporated qualitative evidence. Most 

appeared not to have done specific searches for qualitative literature (or didn’t report it) in 

specific qualitative/social sciences databases, and only four of the 22 guidelines reported 

specific methodological detail for the qualitative studies they included. 

In spite of their overall support for systematic searching, several authors were quick to point 

out that searching for qualitative studies is more complex than for quantitative studies. Ring 

et al. (2010) summarise the main reasons for this as inadequate indexing in databases 

(although this is improving), non-indicative wording in titles and abstracts (for example the 

use of a participant quote as the main title of the paper), and that the focus of the 

qualitative study may not reflect the research question of the qualitative synthesis but the 

paper may still contain relevant data. 

While NICE (2018) and Ring et al. (2011) both argue for systematic searching, authors note 

that it may not be important to identify every available study, citing theoretical saturation 

as a possible endpoint. Ring et al. (2011:388) additionally note that QES conducted 

alongside a systematic review will be more likely to have explicit inclusion criteria than a 

synthesis of qualitative studies that aims for theoretical saturation where there might be a 

more iterative approach to searching and screening.  
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It is considered important by Downe et al. (2019) to do preparatory work to expedite the 

searching and to ensure that the search process is robust. Ideas for doing this include 

undertaking scoping searches to test the strategy. This can help to identify potential 

concepts and values that may help frame the guideline.  

SBU (2016) and Lewin (2019) recommend searching for any existing QES. Even if none of the 

QES found meet the protocol for the QES at hand, they may still be useful for informing the 

search strategy. Lewin et al. add that an increasing rate of QES being published makes it 

increasingly likely that relevant QES may be found that address some or all of the guideline. 

Kristensen (2007:49) recommends the development of a specific search protocol to inform 

the searches and for the purposes of transparency.  

Purposive sampling is frequently used as an adjunct to, or occasionally as a replacement for, 

exhaustive systematic database searching. Purposive sampling is described by Knaapen et al. 

(2015) as an iterative process of searching and screening, with the process being complete 

when the reviewers achieve “theoretic saturation” [sic] or “conceptual robustness”. 

The NICE methods manual (2018) states that “it may not be necessary to identify all the 

literature on a topic. The objective may be to reach theoretical saturation, where any 

additional studies identified merely support the existing line of argument, rather than 

identify all relevant studies. In this context, it may be possible to undertake searches which 

are more precise.” (p. 90). It does not give any detail on how those more precise searches 

might be undertaken. 

The use of filters to restrict the volume of data returned from searches is recommended by 

SBU (2016) and Knaapen et al.(2015:30), however, in spite of the existence of validated 

filters, searching for qualitative literature can lead to extremely large searches with a low 

specificity, which in turn leads to large volumes of irrelevant literature to be sifted and 

rejected (Ring et al.2010:12). They argue there is a balance to be struck between the time-

consuming sensitive searches and more specific ones that are likely to miss some studies. 

As a result of concerns over missing data for the reasons above, most authors recommend 

some kind of additional search method. Methods for additional searches that were 

mentioned include:  
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• Footnote and reference list checking for included studies 

• Detailed reporting of searching in publications to allow future researchers to 

duplicate and develop the search methods used 

• Hand-searching key journals relating to the topic of the QES 

• Forward citation searching (searching for relevant work by locating studies that cite 

earlier key studies)  

• Author searching (searching for all publications by the author of a relevant work) 

• Contacting authors and other key informants to provide references  

• Searching the grey literature, although papers recommend searching grey literature, 

none of them imply any kind of systematic search of the grey literature but rather 

propose a ‘berry picking’ approach to find the easily identifiable literature.  

Downe et al. (2019) also refer to three other considerations relevant to identifying data. 

They recommend considering the date range (if a specific range of dates is relevant to the 

review); the types of publications that will be included (for example, what methodologies 

and methods of data collection are included? Are mixed methods studies relevant? Will grey 

literature, commentaries or unpublished studies be included?) and the language of 

publication, though since the paper is written in the context of QES used to develop WHO 

guidelines, it could be argued that the emphasis on multiple language use is less relevant to 

QES that are aimed at producing national or regional guidelines. 

In summary, while most authors advocate some kind of systematic searching process, the 

complexities of identifying qualitative literature have led to approaches that try to reduce 

the volume of literature found by comprehensive searches (for example by using filters or 

more specific search terms), but then trying to mitigate the potential loss of relevant papers 

by adding in supplementary search techniques such as citation searching. 

Methods of study selection 

Only three of the 17 papers gave any detail about considerations required in selecting 

qualitative studies. Downe et al. (2019) and Ring et al. (2010) at some length, and SBU 
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(2016) in a single paragraph. Fundamentally the authors agreed that the process for study 

selection of qualitative literature should mirror the process that would be expected in a 

quantitative systematic review, with multiple reviewers comparing the paper with pre-

specified inclusion and exclusion criteria, with any disagreements resolved by discussion or 

by the use of a third reviewer. This was especially the case when QES was being conducted 

alongside a quantitative systematic review (Ring et al, 2010:9).  

Ring et al. (2010) and Downe et al. (2019) highlight that study selections should be 

transparently reported, for example through using a PRISMA diagram (Preferred Reporting 

Items for Systematic Reviews and Meta-analysis (119)) to show the flow of studies through 

various stages of selection. 

Downe at al. (2019) warn about the possibility of retrieving a large number of studies and 

recommend that in these cases reviewers select a sample. They note that “a ‘large number’ 

is difficult to quantify and will, to a certain extent, depend on the emerging themes and 

concepts as well as the resources available and the timeframe required to complete the 

review. Reviewers should seek to ensure that no one sampling system affects the overall 

quality of the review by introducing reviewer bias.” (p.6). 

Methods of quality appraisal 

Whether or not there should be some form of critical appraisal, or quality appraisal of 

qualitative studies included in QES is an ongoing discussion within the broader field of QES, 

and those using QES for guideline development are no strangers to those same arguments. 

Arguably, researchers undertaking QES for the purposes of guideline development are more 

often in favour of transparent and systematic methods than researchers with a pluralist 

approach to QES. It may be for this reason that overall, the ten included studies that discuss 

critical appraisal are broadly in favour of using some method of critical appraisal to assess 

the methodological quality of the studies included in a QES. This position is likely to be 

strengthened by the introduction and widening use of the GRADE-CERQual tool (110) for 

assessing confidence in findings from QES since CERQual relies on a methodological 

assessment (amongst other things) of the studies included in the review finding (Knaapen 

2015:32). 
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Tan et al. (2009:171) report there is a lack of consistency in the use of qualitative checklists 

in qualitative reviews for NICE clinical guidelines. Only half of the guidelines with qualitative 

research reported any form of critical appraisal, and of the 11 that were critically appraised, 

there was variation in the method used to do that, using checklists from CASP (the Critical 

Appraisal Skills Programme), SIGN (the Scottish Intercollegiate Guidelines Network) and SCIE 

(the Social Care Institute for Excellence). 

The NICE manual (2018) states unequivocally that “Critical appraisal of qualitative evidence 

should be based on the criteria from the Critical Appraisal Skills Programme” (p. 106) and 

this is echoed by both Glenton et al. (2016) in the WHO handbook and the SBU methods 

manual (SBU, 2016). Downe et al. (2019:6) are also unequivocal that “the included studies 

should be subjected to a formal quality appraisal using one of the recognised appraisal 

systems for qualitative research”. Hansen et al. (2011) share a similar view in relation to 

HTA. The authors report that “[their] experiences of HTA processes used on patients’ 

perspectives and [their] reading of the debates in the literature lead [them] to support the 

view voiced by some researchers that the quality of the studies must be assessed 

systematically to avoid drawing unreliable conclusions.” (p.146). 

Other authors are more cautious and refer to lack of agreement about the value of critical 

appraisal of qualitative studies. Ring et al. comment both in 2010 in the NHS Quality 

Improvement Scotland report and in their 2011 journal article on this. They argue that some 

checklists are “reductionist and over-prescriptive in nature” (2010:12) and that there is 

currently little consensus over what constitutes a ‘high-quality’ qualitative study (2011). In 

spite of this, they note that the EPPI-Centre, CRD and the Joanna Briggs Institute (JBI) all 

assess the quality of qualitative studies. The 2011 report (p.389) also links analytic strategy 

to quality appraisal, and notes that thematic synthesis, for example, has a particular 

approach to critical appraisal whereas some other approaches are less wedded 

methodologically to critical appraisal. 

Knaapen et al. (2015:33) succinctly summarise the same issue – “The use of standardised 

‘checklist’ approaches has been strongly critiqued by some commentators, questioning how 

quality criteria modelled on the principles of positivist science can be applied to non-

positivist qualitative research” (p.33). However, in spite of this they provide a summary of 
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the strengths and limitations of a range of checklists, including the CASP tool (98), Chapter 

21 of the Cochrane manual (120), Spencer et al.(121) and QARI (122). 

It is also noteworthy that some specific approaches to QES (for example framework 

synthesis and thematic synthesis) have their own approaches to critical appraisal, whereas 

in other approaches such as meta-ethnography or grounded theory critical appraisal is less 

important (Ring et al. 2010:13). 

Methods of synthesis – General approaches 

Much of the description of methods for the synthesis of findings from primary qualitative 

studies was presented as methods for specific QES methodologies. These specific 

approaches will be discussed after an outline of the generic methods referred to by other 

authors.  

The Swedish HTA handbook for evaluation of qualitative studies (SBU 2016:24) describes the 

evidence synthesis process as having four discrete stages. Firstly, papers are read to give an 

overview of themes, then the papers are read and coded. No detail is given on the method 

of coding, but the manner in which it is described implies a process of emergent coding 

where codes are allowed to emerge from the included papers. As a second stage these ‘first 

level themes’ themes are “distilled to form the second level theme”. This appears to be an 

aggregative coding process of drawing together similar codes. Thirdly, an interpretive coding 

phase, described by the paper as follows - “Related second level themes are finally 

synthesised to an overall third level theme. Important patterns and associations among the 

second level themes are interpreted and problematised. The process is repeated until third 

level themes are set”. The final stage in their synthesis process is “a general assessment of 

the scientific basis is made. Thereafter evidence graded results and conclusions are 

formulated”, which appears to describe some assessment of review findings, like CERQual 

or GRADE.  

This process of descriptive and interpretive coding is also referred to by Flemming et al. 

(2019) who note that the need for descriptive or interpretive themes is dependent on the 

nature and purpose of the QES, which is in turn dependent on the nature of the guideline 

being developed. The outputs from framework syntheses or thematic syntheses are often as 
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simple as a list of themes identified across included studies with little or no interpretation 

that can be used to “detail the needs, values, perceptions, behaviours and experiences of 

stakeholders within the guideline” (p.7). On a related note, Lewin et al. (2019:4) suggest 

that QES used in guidelines tends to focus either on people’s views about the interventions 

under scrutiny by the guideline, or it relates more widely to people’s views and experiences 

of the condition underlying/addressed by the intervention(s) that the guideline is 

examining. 

Later in the paper Flemming et al. (2019) add that if interpretive findings are being 

produced then there is a need for transparency on the part of the reviewers to ensure the 

interpretations are plausible and to show how they were arrived at (p.8).  

Knaapen et al. (2015) also agree that findings should be ‘added up’ or compared and 

contrasted, though the process of doing so inevitably masks their variability (p.34). This 

makes it easy to lose sight of the individuality of participants and their context that are the 

very heart of qualitative research. They exhort reviewers to strive for this and advise that 

“[s]uch a process combines the ‘distilling down’ of individual studies (into summaries and 

evidence tables) to reduce diversity, with the creation of ‘remainders’ where the 

differences, details and contexts of the original studies is preserved (in appendices and 

footnotes.)” (p.34). Downe et al. (2019:9) follow a similar line of argument about the need 

to balance between splitting themes emerging from synthesis to the point that they are no 

longer useful and lumping data together into themes that oversimplify or lose variation in 

the data. 

Downe et al. (2019) make specific reference to the use of Evidence-to-Decision frameworks 

(EtD) as a driver for the style of the QES. For example, they report 

The main purpose of an EtD-orientated QES is to generate a series of findings from 

the included data, which are directly focussed on interventions addressed in the 

guideline, assessed for confidence and tailored towards acceptability, feasibility and 

equity, and the values that stakeholders attribute to the outcomes associated with 

the intervention. The findings are then added to the guideline EtD frameworks, prior 

to guideline panel consideration, (p.8) 
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and Lewin et al. (2019:5) pick up a similar thread in a different paper in the same series, 

noting that the use of infographics and logic models incorporated into EtD frameworks in 

cases where the synthesis is intended to be explanatory or theory building. 

Only Ring et al. (2010:12) and Knaapen et al. (2015:34) mention the use of CAQDAS 

(Computer-assisted (or aided) qualitative data analysis software) such as NVivo (118)as a 

means of organising the data. Knaapen et al. (2015:34) also mention ATLAS.ti (123), 

MAXQDA (124) and QARI, which is part of the Joanna Briggs Institutes System for the 

Unified Management, Assessment and Review of Information (SUMARI) software (125). 

Overall, discussion about the general methods to be used for synthesis focuses on the 

continua between aggregative or integrative coding and interpretive coding and between 

lumping and splitting of themes. This depends to some extent on the methodology used for 

the analysis as described in the next section. 

Methods of synthesis - Specific methodologies  

Several authors provide brief (or occasionally in-depth) descriptions of methods of synthesis 

that can be used. It is not the remit of this chapter to reproduce general methodological 

detail about the various methods, but where authors have made comment on what makes a 

method suitable or unsuitable to produce a QES for a guideline development process, that 

has been included here. 

There are a range of different QES methodologies available, some more developed than 

others. They predominantly reflect methods of primary qualitative research. The different 

methodologies sit broadly on a continuum between aggregative (or integrative) approaches 

that summarise themes, and interpretive approaches that generate new interpretations of 

the data (Flemming et al. 2019:4). They also point out that the Cochrane Qualitative and 

Implementation Methods Group recommend that the method of synthesis should only be 

chosen after the pool of evidence for the review is known and caution against pre-specifying 

a methodology (p.5). 

Selection of a method is seen by authors as complex and dependent on many factors, 

especially the distinction between aggregative methods (where themes are 

integrated/aggregated) and interpretive methods (where the researchers try to add 
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additional layers of interpretation over the data). Ring et al. (2011:386) cite the 

philosophical view of the researcher and purpose of the review as driving factors, whereas 

Carroll (2017:2) highlights the possibilities of “pragmatic and relatively rapid methods of 

qualitative evidence synthesis” that might fit better with guideline developers’ timelines. He 

also comments that “Framework, narrative, and thematic synthesis are particularly useful 

for answering questions about the uptake of interventions and for integrating quantitative 

and qualitative findings. These methods are therefore potentially the most appropriate for 

use in developing clinical guidelines” (p.1) and the paper reports that NICE already uses 

some form of thematic synthesis in some of their public health guidelines. 

This identification of thematic synthesis methods is in line with the latest iteration of the 

NICE methods manual (2018), which continues to identify thematic analysis as an 

appropriate methodology for analysing qualitative data. It advocates extracting ‘first level 

themes’ into evidence tables. (Evidence tables are detailed summaries of the content of 

each study included in a review or synthesis. These are normally incorporated into an 

appendix of the review or synthesis.) and using those to generate ‘second level themes’ in 

the body of the synthesis. The manual also goes on to discuss (in passing) conceptual 

mapping, grounded theory, meta-ethnography, and meta-synthesis, but notes that 

expertise in their use is needed. 

Most of the studies that specify methodologies refer predominantly to the same pool of 

methods – Hansen et al. (2011: pp.147 onwards) give some brief details about several 

synthesis methods: meta-synthesis, ‘imported concepts’, meta-ethnography, meta-study, 

and qualitative meta-summary. Knaapen et al. (2015:34) give very brief coverage of meta-

summary, meta-synthesis and meta-ethnography and the framework approach. The older 

Danish HTA manual (Kristensen et al. 2007:65) mentions only meta-ethnography and 

narrative synthesis. This is likely because limited QES methodologies were available at that 

time. Ring et al. (2011:386) note that when they surveyed 107 different reviews that 

synthesised qualitative data, they found that reviews using critical interpretive synthesis, 

meta-interpretation, qualitative cross-case analysis, and grounded theory synthesis were 

found infrequently, and that therefore their usefulness as methods of synthesising 

qualitative research for HTA is unknown. 
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The most comprehensive and well-developed guidance for selecting an appropriate QES 

method for HTAs is the report for the INTEGRATE-HTA project (Booth et al. 2016). This 

project develops various criteria for QES and matches them to 19 different methodologies. 

Users of the guidance can compare the various methods for conducting QES to their needs 

in comprehensive tables that clarify a diverse range of considerations for each method. The 

project was directed specifically at HTA methods, but there seems no reason to suppose 

they would not be equally applicable to broader health guidelines.  

Overall, thematic synthesis is the most frequently mentioned form of QES in guidelines and 

seems to be the most commonly used with meta-ethnography and framework or best-fit 

framework synthesis as alternatives. This is primarily because other methods have not been 

well tested, so they may be useful or not (Ring et al. 2011). Booth et al. (2016) demonstrate 

that while a broad range of QES methodologies can be useful, the art is in selecting the 

appropriate methodology for the research question and research context. This resonates 

with the assertion by Flemming et al. (2019:4) that the method of synthesis should only be 

once the pool of evidence for the review is known. 

Reporting standards 

Reporting standards for QES were not discussed at great length in any of the included 

papers, possibly because different organisations have well established reporting standards 

internally. Carroll (2017:2) does note that “…generic qualitative evidence synthesis reporting 

guidelines exist, others are being developed for particular methods, and standards are 

evolving to establish the level of confidence users can ascribe to the findings of such 

syntheses.” 

Flemming et al. (2019) and Downe et al. (2019) both allude to the importance of systematic 

review-like transparency in QES. Flemming points out that historically transparency has not 

been handled well by people reporting QES but highlights work that has been undertaken to 

develop reporting standards for QES, such as the ENTREQ tool (64) and the eMERGe tool for 

meta-ethnography (126).  

Downe et al. (2019) report what seems to be a useful minimum reporting standard from 

their work with the WHO. The standard matches closely with the reporting standards for 
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quantitative systematic reviews (Cochrane reviews particularly) and suggests the 

characteristics and critical appraisal of each study should be presented in some detail, 

accompanied by a summary of themes (summary of qualitative findings) along with the 

confidence in those review findings along with the reasons for any downgrading. They also 

suggest a list of excluded studies along with reasons for exclusion (p.9). 

The guideline handbooks also briefly recommend approaches to reporting, with the WHO 

handbook (Glenton et al.2016:192) recommending the use of a summary of qualitative 

findings table that includes CERQual assessment (if there is one). SBU (2016) report quite 

cryptically that 

After the quality assessment process, the studies are tabulated and then stratified 

according to method/research design. In cases where the raw material comprises 

text which reflects what the informant has said, allocation to category should be 

exemplified by quotations. Other cases, for example observation studies or action 

research, require a presentation of how the categories in the synthesis have been 

formed, or if they are based on the original categories in the included studies. In 

synthesising the results of studies conducted according to different research 

methods, caution is required, and the choices made should be discussed and justified. 

Thereafter the synthesis is initiated, which means that the results from the different 

studies are combined to form new perspectives or views. (p.24) 

The authors do provide tables and examples that clarify somewhat how their evidence 

would be laid out. 

The NICE manual (NICE 2018) is more prescriptive and requires researchers to provide 

evidence tables for all included studies that show “bibliography (authors, date) study aim, 

study design and setting (for example, country) funding details (if known) population or 

participants theoretical perspective adopted (such as grounded theory) key aims, objectives 

and research questions; methods (including analytical and data collection technique) key 

themes/findings (including quotes from participants that illustrate these themes/findings, if 

appropriate) gaps and limitations overall comments on quality, based on the critical 

appraisal and what checklist was used to make this assessment.” (p.113) 
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When a summary of qualitative findings is not being used, the NICE manual requires the 

production of evidence statements – “Evidence statements for qualitative studies or 

synthesis of qualitative studies do not usually report the impact of an intervention on 

behaviour or outcomes, and do not report statistical effects or aggregate measures of 

strength and effect size. Instead, statements should summarise the evidence, its context 

and quality, and the consistency of key findings and themes across studies (meta-themes). 

Areas where there is little (or no) coherence should also be summarised.” (p.117) 

Moving from evidence to recommendations 

Papers discussed various aspects of the process of evidence-based recommendation-making 

that fall generally into four categories: 

• Certainty in findings (including CERQual) 

• Frameworks (including Evidence-to-Decision frameworks) 

• Committees 

• Making recommendations from the evidence 

Certainty in findings from QES 

Lewin et al. (2019) state that “an assessment of confidence in or certainty of the evidence is 

required by a number of guideline development agencies, including WHO, to ensure that 

those making recommendations can take into account both the review finding and 

information on confidence in that finding” (p.2) 

To all intents and purposes, at least for papers published after its release in 2015, this 

means using GRADE- CERQual. Since its publication, CERQual seems to have become 

somewhat ubiquitous when using qualitative evidence for guideline development. Lewin, 

Glenton and several of the authors collaborating in the 2019 series of papers for the WHO 

series (Lewin et al. 2019, Glenton et al. 2019, Downe et al.2019) were part of the original 

team who authored and devised the CERQual system for assessing the certainty in findings 

of qualitative evidence, and in the WHO papers they recommend the use of CERQual in 

guideline development. 
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The earliest mention of CERQual in the included papers is in the WHO guideline handbook 

qualitative chapter (Glenton et al.2015:191), which contains a brief description of the 

components of CERQual as a tool to measure the level of confidence, in each of the findings 

of the QES. They also note its similarity to GRADE for qualitative studies. 

NICE (2018) recommend the use of CERQual somewhat more robustly. The manual notes 

that unless the qualitative evidence is very sparse or very disparate (in which case a 

narrative approach is appropriate), the results of QES should be presented as summaries (‘at 

outcome level’) and should be assessed with GRADE-CERQual (p.238). They present 

‘evidence statements’ (narrative summaries) as a less preferred alternative (p.113) 

Frameworks 

The three papers in the recent WHO series (Downe et al. 2019, Glenton et al. 2019 and 

Lewin et al. 2019) discuss at some length the use of Evidence-to-Decision frameworks (EtD), 

an approach developed by the GRADE working group to increase transparency in moving 

from evidence and contextual considerations to implementable recommendations (128, 

129). These EtD frameworks take the form of tables that draw together the key information 

necessary for guideline committees to make recommendations, including the PICO for the 

research question, summaries of the evidence, details of equality issues, feasibility issues, 

implementation consideration etc. They contribute to the overall transparency of the 

movement from evidence through discussion by a guideline committee or similar into 

recommendations but are not specific to QES. Lewin et al. (2019) refer to the evidence from 

QES being added to the evidence section of the EtD framework alongside any quantitative 

evidence, along with its CERQual assessment (p.7), however they also note that “The nature 

of this type of evidence [QES] means that it does not always fit well within the summary-

based and compartmentalised structure of the EtD framework. This may also be an issue 

where the technical team use findings from QES that were not undertaken specifically for 

the guideline” (p,5). Glenton et al. (2109) discuss the implementation issues related to 

clinical guidelines and advise that evidence from QES that does not make it into the 

evidence section of the EtD framework can often be rewritten a little and turned into an 

implementation consideration (p.9). 
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The only author outside of the three WHO papers who discussed EtD frameworks was 

Flemming (2019:2) who mentions that “[a] QES can be conducted separately or can be 

integrated with some form of quantitative synthesis. Within a guideline development 

process, findings from a QES will often be integrated with evidence of effectiveness in an 

evidence-to-decision (EtD) framework, used to formulate recommendations” (p.2). 

In a broader discussion about frameworks generally, Glenton et al. (2019) highlight the 

usefulness of frameworks in organising data for a QES, and also for identifying gaps in 

qualitative data. 

Committees 

There was surprisingly little discussion of the role of any kind of guideline or oversight 

committee in interpreting the evidence generated by QES and using it to develop 

recommendations, beyond the discussion reported above in relation to EtD frameworks. 

The primary reason for this lack of discussion is probably related to a lack of understanding 

about the processes by which committees use evidence to generate recommendations – 

Lewin et al. (2019) point out that “We also do not yet have a good understanding of how 

guideline panels use and adjudicate different types of evidence (quantitative, qualitative) 

addressing different types of questions (effectiveness, feasibility, etc.) in making a decision”. 

(p.15) 

Gould (2010) discusses a process undertaken in the production of a social care focussed 

guideline (on dementia) where the evidence was searched for and reviewed by an academic 

review team, but the “weighting and synthesis” of evidence was done jointly with a 

guideline committee that included patients and carers (p. 101). Knaapen et al. (2015:35) 

suggest that committee members may need to be reminded of relevant qualitative 

evidence, and “while any group member may be expected to read, mobilise, integrate and 

value its findings, this championing role might more easily be taken up by the producer of 

the synthesis, the methodologist or patient representatives.” (p.35). 

Making recommendations from the evidence 

The process of making recommendations using the results of QES was not discussed in-

depth in any of the papers, with those that mention it mostly reporting that it is difficult to 
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capture by simple steps and rules (Knaapen et al.2015:34). Normally, committees (in 

whatever form they take) make recommendations based on the one or more systematic 

reviews, including any QES, alongside any other information that the committee consider to 

constitute ‘evidence’ (for example EtD frameworks). However, Glenton et al. (2019) warn 

that this is not always the case and points out that sometimes confidence in QES or other 

types of evidence-based on published studies may be overridden, for example by human 

rights considerations or other overarching principles or normative values (p.10). 

So, although the evidence is primary, it is not the only consideration for guideline 

committees, and that is true of both quantitative and qualitative syntheses, according to 

Lewin et al. (2019:14), the amount that any kind of evidence drives a decision about a 

particular recommendation should depend on the question being considered, and the 

judgments made should be supported by clear and transparent justifications. 

There is little contained in the included papers to explain or clarify the process of using QES 

to inform recommendations. 

Discussion 
Overall, the literature relating to the use of QES within the context of guideline 

development seems to mirror large parts of the general literature on QES, and this is of little 

surprise since the key people driving the development of QES methods in health and social 

care are also often the same people who are driving the agenda for using QES in guideline 

development processes. 

In places where there is variation in approaches to QES, the robust approach (from a 

positivist viewpoint) tends to become the advocated approach where guideline production 

is concerned. In a world where evidence-based healthcare is dominated by the systematic 

review of randomised controlled trials (RCTs) by organisations such as NICE, Cochrane, WHO 

etc, a model of QES that matches their already existing standards of methodological 

robustness is likely to be more acceptable to them (and to fit better with their exiting 

methods of interrogating evidence). The Cochrane Qualitative and Implementation Methods 

Group (QIMG) have been instrumental in this, most notably by supporting the development 

of GRADE – CERQual for assessing the level of confidence in summary qualitative findings in 

a way that clearly (and purposefully) matches the process of using the GRADE tool on 
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quantitative pooled outcomes, but also by supporting methods of QES that can be 

integrated into or presented alongside Cochrane systematic reviews. 

Overall, in this sample, there is a level of excitement about the possibilities of using 

syntheses of qualitative evidence alongside quantitative evidence. Lewin and Glenton (130) 

summarise this in their paper that cautiously proclaims a ‘new era’ for qualitative research, 

supported by recent developments in QES methodologies such as robust methods for 

synthesis and for assessing the confidence that can be placed in the findings.  

In spite of their enthusiasm, there is still not universal agreement that qualitative evidence 

can be synthesised in a way that is meaningful or useful. This is mainly because primary 

qualitative evidence makes no claim to be generalisable, yet for a QES to be useful to a 

guideline-producing committee, the committee need to be able to argue that the evidence 

is generalisable enough that it speaks to common experience. Although these arguments 

seem to be broadly ignored by researchers producing QES currently, the early days of QES 

were dogged by these arguments (62). As Booth notes in the introduction to his PhD thesis 

(131), “[QES] has emerged from the confluence of conventional systematic review methods 

with methods for primary qualitative research. With such a mixed heritage, and the 

juxtaposition of quite different epistemological positions, it is inevitable that the resultant 

tensions have generated considerable creative energy and significant methodological 

frictions.” 

Once past the epistemological arguments about the philosophical feasibility of QES, the 

practical methods of performing a QES seem to have converged in terms of their 

applicability to guidelines at least over the past decade. There seems to be broad agreement 

over most stages of producing a QES to inform a guideline, even if the fine detail is not 

always consistent; but there is a lack of clarity on exactly how the resulting QES is used (or 

not), hence the importance of the work in Chapters 4 – 6, which investigate this. The 

following section highlights similarities and differences laid out in the results section: 

Review protocol: Review protocols are considered important in driving QES, perhaps using 

SPICE, PerSPEecTiF or SPIDER rather than modifying quantitative PICO formats. It may be 

beneficial to involve lay-people and experts in protocol development, but this is resource 

intensive and time-consuming. Different frameworks for formulating research 
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questions/protocols are developing as a response to growing demands for robust methods 

in QES, for example recent work on the PerSPEcTiF framework (132).  

None of the included studies mentions a role for tertiary reviews in presenting qualitative 

evidence to committees, presumably because there are not sufficient published QES to 

make a ‘synthesis of syntheses’ plausible. The use of tertiary ‘reviews of reviews’ is 

established in the quantitative literature (for example, the Cochrane handbook (120) 

Chapter 22), and is often used for scoping reviews or mapping reviews to provide an 

overview of the field. 

There is also an underlying assumption throughout these papers that a single QES would 

underpin an entire guideline. Only one paper (Lewin et al 2019) raises the possibility of 

multiple QES for a single guideline, where different QES are relevant to different questions, 

and could potentially use different methodologies to synthesise the evidence. 

Identifying literature: There is substantial agreement that database searching for literature 

through structured searching using validated qualitative filters is generally a good idea, 

however because this often misses studies that are poorly indexed or whose title does not 

obviously match their content, some kind of supplementary searching is also common. This 

can be reference list searching, citation searching, asking experts, or trawling grey literature. 

There is some support for introducing a concept of theoretical saturation into literature 

searching to prevent it becoming too onerous. Once the searches are not giving us any new 

themes (in the case of iterative searching) then stopping searching is justifiable. This has a 

parallel in software for screening quantitative evidence that uses priority screening 

algorithms to order papers according to what has been previously selected. This allows 

screeners to stop screening once no more includable papers have been found for a pre-

specified time.  

Although theoretical saturation may be a robust approach, it remains difficult to 

operationalise as it relies on an interaction between the searching and the synthesis 

components (often done by different teams in a guideline-producing process). For a recent 

example of developing methods in this area see Ames et al. (133). 
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For organisations producing guidelines who have an interest in capturing the broadest 

possible population (for example, to be able to make recommendations relating to inclusion 

health), using theoretical saturation to stop searching or including new data risks missing 

important data that would be useful in terms of being able to produce recommendations 

for different sub-populations of the target population.  

 Virginia Braun and Victoria Clarke (134) have been critical of the concept of theoretical 

saturation in qualitative research, particularly in the context of reflexive thematic analysis. 

Their main criticisms are: 

Incompatibility with Reflexive Approaches 

Theoretical saturation is rooted in positivist assumptions about data completeness 

and objectivity, which are at odds with the interpretive and constructivist 

foundations of reflexive thematic analysis. In their view, meaning is not simply 

discovered in data but co-constructed through the analytic process, making the idea 

of "saturation" problematic. 

Illusion of Objectivity 

Saturation implies a finite and discoverable truth within the data, which contradicts 

the idea that qualitative analysis is inherently subjective and shaped by the 

researcher’s lens. This can lead to a false sense of methodological rigour. 

Constraining Creativity 

The pursuit of saturation may limit analytical creativity and depth, encouraging 

researchers to stop data collection prematurely or to treat analysis as a mechanical 

process rather than a dynamic and iterative one. 

Misuse as a Sample Size Justification 

Saturation is often used to justify sample sizes in a formulaic way, rather than being 

grounded in the goals and nature of the specific research project. 

A key concern in searching the literature (that also impacts on study selection below) is that 

relevant data may be included in studies that are not directly relevant to the research 
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question at hand. Therefore, searches may need to be more sensitive than for quantitative 

data, meaning that potentially much larger numbers of studies need to be screened. 

Study selection: Little was discussed relating to study selection; however this is probably 

because the study selection process mirrors that in quantitative studies – the studies are 

matched against the inclusion and exclusion criteria in the review protocol, usually in a two-

stage process, firstly based on title and abstract, and then for papers that are not obviously 

excludable, at full text.  

Quality appraisal: General agreement about the importance of using some kind of 

transparent process for quality appraisal is greater within the QES for guidelines literature 

reviewed for this study than among the general QES literature. Again, this is probably most 

likely to be a mirror of the importance of robust process and transparency in systematic 

reviews of the quantitative literature. There is little agreement about the best way to 

measure the quality of a qualitative study because of the methodological variation between 

different styles of analysis and differing views about what a ‘good’ quality study looks like. 

The importance of quality appraisal has reached a head since the CERQual assessment 

became available – one of the components of CERQual is ‘methodological limitations’ as 

assessed by a critical appraisal tool. A recent review (135) found 102 critical appraisal tools 

for qualitative research as the first stage of developing a new tool called CAMELOT and the 

publication of the CAMELOT tool in 2024 has the potential to resolve this concern. In the 

meantime, the least provocative tool seems to be the one developed by the Critical 

Appraisal Skills Project (CASP), and that is the one most frequently suggested by papers in 

this review. A further challenge to the appraisal of qualitative studies concerns whether or 

not studies of very low quality should be excluded from any analysis or whether in spite of 

their poor quality they can contribute to the overall analysis. 

Synthesising findings: The different approaches to synthesising data are the most variable 

area of the review presented here. Different authors either propose their preferred method, 

or in some cases, attempt to present an overview of the different key methods that are 

used. Several things remain unclear following the review. It is uncertain whether some 

methods are more appropriate than others for particular types of question. This seems to 

be the view held by the publication for the INTEGRATE-HTA project (63), which presents a 
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range of support to help reviewers choose between different methodologies depending on 

the research question to be answered. Several authors recommend meta-ethnography (60). 

For several of the older studies this is likely to be because the method was published in 

1988 (the first published method for QES) and was the most established method at that 

time. More recent papers include a wider variety of methods, but the most common (and 

probably the most accessible) seems to be some form of thematic analysis that goes 

through a process of aggregative coding, either followed or not by a stage of interpretive 

coding. It remains to be shown whether multiple methods are the best way forward, or 

whether a single method is most useful (both pragmatically in terms of its speed and ease, 

and methodologically in terms of the usefulness to guideline committees of its output); and 

of course, if a single method is most appropriate, which one? 

Authors who have reviewed the use of different methods are clear that most methods of 

QES have not been used often in guideline processes, and therefore it is unclear whether 

they are useful. 

Reporting: The lack of detailed discussion of reporting standards in any of the included 

papers is likely to be in large part due to the fact that most of the authors were writing from 

within centres where reporting standards are already developed by the organisations that 

housed them. This is true of NICE (NICE 2018, Tan et al. 2009) and is likely to be true of WHO 

(Glenton et al. 2016, Downe at al. 2019, Glenton et al. 2019, Lewin et al. 2019), SBU (SBU 

2016) and the Danish Centre for Health Technology Assessment (DACEHTA) (Kristensen et 

al. 2007). The ENTREQ tool (64) is commonly cited, and many published QES adopt some 

variation of the PRISMA standards for quantitative reviews (119). The Cochrane review 

format, adapted for qualitative reviews, is also a useful standard for presentation. 

Recommendations: It is unclear how committees move from QES findings to making 

recommendations, and much work done in recent years has been an attempt to make this 

process more transparent. This is the case for both quantitative studies and for qualitative 

studies. The advent of GRADE and GRADE-CERQual have been valuable in this, but there is 

still not always an obvious link between the review findings (and any other information 

considered by the guideline-producing bodies as evidence) and recommendations made by 

the committee (and the relative strength of the recommendation). A recent analysis (of 
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GRADE related recommendations) concluded that this was primarily because panel 

(committee) members were not adequately trained and did not understand the GRADE 

system (136). WHO seem committed to using DECIDE-GRADE Evidence-to-Decision 

frameworks as a way of making the issues the committee need to consider clearer; 

however, the papers imply that there continue to be challenges in this approach. There does 

not appear to be an extant evaluation of the usefulness of EtD frameworks to health 

guideline committees, but the issue of transparency and consistency in recommendation-

making is clearly a critical factor in credible guideline production. 

Gaps highlighted by the review findings 

This review has highlighted some areas where there appears to be enough consistency 

between different approaches to give a reasonable level of confidence in them. In some 

cases, there seems to be better agreement between authors writing about QES methods for 

guideline production than for QES more generally, for example in terms of the level of 

agreement around searching and around the need for critical appraisal of qualitative 

studies, both of which are contentious in the broader field of QES (74). 

There are also areas where there is less clarity, some of which are likely to be quite specific 

to QES in the context of guideline production and therefore could probably not be resolved 

by wider searching of the literature. 

As more and more QES are published in health and medicine, it becomes more likely that 

reviewers will find existing QES that wholly or partially answer their research questions. 

There is no discussion in the literature to explore how these may be used. Parallels in 

quantitative systematic reviewing include updating and using pre-existing reviews as 

evidence for committees; other reviewers use the inclusion lists from systematic reviews as 

a check that they have identified the relevant literature. In areas where several very similar 

systematic reviews exist a ‘review of reviews’ or tertiary review can be conducted. None of 

those things are reported in the papers included here, but similar methods might be 

possible for QES. 

Much of the literature included in this review contains the unspoken assumption that one 

guideline will require one QES. Only one paper moots the possibility of multiple QES for one 
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guideline (Lewin et al. 2019), however it is easy to imagine a guideline that contained 

questions that could be informed by several QES. There is no discussion in the included 

papers of how this might work in practice.  

In terms of producing QES that are useful to guideline committees as part of the evidence 

base they consider, is a standardised methodology best or is methodological pluralism more 

useful where the methodology can be a more pragmatic choice and take into account the 

time, resource and outputs that are wanted? Booth et al. (2016) identify some 30 methods 

for conducting a QES, and Noyes et al. identify a further ten methods that are in 

development (137). Few of those methods have been used frequently in producing QES for 

guideline development and so their utility is uncertain.  

A related gap in this review is an understanding of what the most useful way is to provide 

guideline committees with the outputs of various reviews, both qualitative and quantitative 

alongside other kinds of evidence. In the past, guideline producers prioritised reviews of RCT 

evidence to provide evidence of clinical efficacy, but the hierarchy of evidence for other 

types of outcomes is less established. As QES become more robust in their methods and 

transparency, can they become the priority evidence for certain types of guideline question? 

One series of papers discusses in some depth the use of EtD frameworks, but these have not 

been the subject of robust evaluation, and it is unknown how useful they are to committees 

Finally, there is little research, and none in this review that explores how committees move 

from QES findings and the other information they are given as evidence – systematic 

reviews, expert testimony, real-world data etc, in the context of their own expertise and 

experience - to making decisions that produce guideline recommendations, and this is a 

fundamental question for guideline producers. 

Limitations of the Review 
As with most reviews, somewhat artificial boundaries have to be placed on the scope of the 

review to make it manageable and internally coherent. It is rare for a topic, especially for a 

methodological review, to be clearly circumscribed. This review is no exception. 

The content of this review was specifically limited to papers describing methods for using 

QES in guideline production. As a result, it does not cover the large, and growing, corpus of 
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literature dealing with the topic of QES generally. There are good published overviews of the 

development of QES, notably through leadership from the Cochrane Qualitative and 

Implementation Methods Group (138). Fortunately, several of the key authors writing about 

the use of QES in guideline development are also key authors in the field of QES in health 

more generally, so the literatures largely inform and reflect each other. 

For the purposes of time and resource, this review did not consider the implications of the 

upswell in methods for integrating qualitative and quantitative data to produce mixed-

methods reviews. As technologies for producing robust QES and robust SR develop, 

researchers are becoming interested in integrating qualitative and quantitative data in the 

hope that the whole may be greater than the sum of the parts.  

Conclusions 
The use of qualitative evidence syntheses to inform the production of health guidelines is 

growing as the methods for producing them become more clearly defined and more 

standardised. Methods for producing QES for guideline committees tend to be similar to 

quantitative systematic review methods in terms of searching, appraisal of evidence, 

systematic management of data and presentation of results. While this allows greater 

transparency and greater accountability, it could be argued that it is less ‘true’ to the 

principles of being ‘led by the data’, which are fundamental to most qualitative 

research. Led by the data means that researchers approach the data without imposing rigid 

frameworks, allowing patterns and meanings to emerge organically. It reflects a 

commitment to inductive reasoning, where insights are grounded in participants’ 

experiences rather than predetermined theories (139). 

Recent developments in QES mean that there is broad agreement about how QES can be 

produced to help inform guidelines, but further research is needed to establish whether 

guideline-producing committees find QES useful to their deliberations, whether they could 

be done or presented differently to make them more useful and, perhaps most importantly, 

how committees use QES to inform their decision-making alongside  quantitative systematic 

reviews of effectiveness. This last point is addressed in the following chapters.  
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CHAPTER 3: THE CONDUCT AND REPORTING OF QUALITATIVE 

EVIDENCE SYNTHESES IN HEALTH AND SOCIAL CARE 

GUIDELINES: A CONTENT ANALYSIS 

This chapter builds on the previous chapter by presenting a content analysis of QES 

undertaken by the UK National Institute of Health and Care Excellence. It aims to explore 

how closely the QES produced at NICE match with reporting standards developed for them. 

While the previous chapter has summarised the recommendations in the methodological 

literature around using QES for guideline development, this chapter will assess what has 

actually been done by a major guideline development body in terms of conducting and using 

QES in the context of health and social care guideline production. The study focuses on the 

reporting of QES, partly because of a paucity of good quality tools for assessing the 

methodological limitations of QES (most are adaptations of quantitative tools), but mostly 

because the guideline committee discussions that will be further explored in future chapters 

are based on the evidence review that reports the QES and its results. 

This chapter is published in BMC Medical Research Methodologies in 2022. Minor amends 

to the chapter have been made following examiner comments so there are slight 

differences from the published version. 

Carmona, C., Baxter, S. & Carroll, C. The conduct and reporting of qualitative 

evidence syntheses in health and social care guidelines: a content analysis. BMC Med 

Res Methodol 22, 267 (2022). https://doi.org/10.1186/s12874-022-01743-1 

Abstract 

Background: This paper is part of a broader investigation into the ways in which health and 

social care guideline producers are using QESs alongside more established methods of 

guideline development such as systematic reviews and meta-analyses of quantitative data. 

This study is a content analysis of QESs produced over a 5-year period by a leading provider 

of guidelines for the National Health Service in the UK (the National Institute for Health and 

Care Excellence) to explore how closely they match a reporting framework for QES. 
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Methods:  Guidelines published or updated between Jan 2015 and Dec 2019 were identified 

via searches of the National Institute for Health and Care Excellence (NICE) website. These 

guidelines were searched to identify any QES conducted during the development of the 

guideline. Data relating to the compliance of these syntheses against a reporting framework 

for QES (ENTREQ) were extracted and compiled, and descriptive statistics used to provide an 

analysis of QES conduct, reporting and use by this major international guideline producer.  

Results: QES contributed, in part, to 54 out of a total of 192 guidelines over the five-year 

period. Although methods for producing and reporting QES have changed substantially over 

the past decade, this study found that there has been little change in the number or quality 

of NICE QESs over time. The largest predictor of quality was the centre or team which 

undertook the synthesis. Analysis indicated that elements of review methods which were 

similar to those used in quantitative systematic reviews tended to be carried out well and 

mostly matched the criteria in the reporting framework, but review methods which were 

more specific to a QES tended to be carried out less well, with fewer examples of criteria in 

the reporting framework being achieved. 

Conclusions:  The study suggests that use, conduct and reporting of optimal QES methods 

requires development, as over time the quality of reporting of QES both overall, and by 

specific centres, has not improved in spite of clearer reporting frameworks and important 

methodological developments. Further staff training in QES methods may be helpful for 

reviewers who are more familiar with conventional forms of systematic review if the highest 

standards of QES are to be achieved. There seems potential for greater use of evidence from 

qualitative research during guideline development.  

Key words: Qualitative evidence synthesis; Reporting frameworks; Guideline development 

Introduction 

Evidence-based health and social care guidelines (including clinical, public health and social 

care guidelines) are part of the landscape of evidence-based health and social care in many 

countries. These guidelines are normally based on one or more analyses of relevant 

evidence, often in the form of systematic reviews of effectiveness data and often 

interpreted by an expert committee. 
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Even though methods for synthesising qualitative research have been around for many 

years, interest in the use of qualitative evidence to inform the development of these 

guidelines has grown considerably over recent years. This is partly because of key 

developments such as more robust methods of synthesis, development of tools like GRADE-

CERQual and better frameworks for reporting qualitative studies (100) and partly because 

qualitative data can answer particular types of questions better than quantitative data. 

Quantitative data are still key for questions of efficacy but are less able to answer questions 

relating to the effects of patient preference, feasibility, and acceptability on the broader 

effectiveness of a treatment or intervention. These questions are best answered by 

qualitative studies (101).  

The World Health Organization (WHO) handbook (140) affirms that qualitative evidence 

should be used in the process of guideline development, and the Cochrane Qualitative and 

Implementation Methods Group are planning to publish a manual for qualitative evidence 

synthesis in February 2026. Other leading international guideline producers, such as the UK 

National Institute for Health and Care Excellence (NICE) are using qualitative evidence 

syntheses, both alone and as part of mixed-methods reviews, to present evidence to their 

guideline committees and this is supported by initiatives such as GRADE CERQual10 that 

have been developed with guideline committees specifically in mind. This surge of interest 

led Lewin and Glenton to declare “a new era” for qualitative research (130). A recent paper 

exploring how developers use qualitative evidence searched internationally for guidelines 

that used qualitative research and appraised their quality (141). The authors rated the 

guidelines using the AGREE II criteria, finding that most of the guidelines were of high-

quality. However, the AGREE criteria are intended to assess the methodological quality of 

the guideline itself and the authors did not investigate the reporting of the evidence reviews 

that informed the guideline. They did not investigate the reporting of the evidence 

underpinning the guidelines. 

A short paper published by Tan and colleagues in 2009 explored the use of qualitative 

evidence by NICE between 2002 (when NICE produced its first guidelines) and 2007 (109). 

The authors reported that almost 50% of NICE guidelines produced in that period made use 

of qualitative studies, although they did not report whether those are single qualitative 

studies or whether any qualitative evidence synthesis was undertaken. The paper noted a 
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growing trend by year in terms of the numbers of qualitative studies used in guidelines, 

rising from nine studies in 2003 to 41 in 2004, 60 in 2005 and 139 studies in 2006. The 

authors attributed the growth in the number of qualitative studies used to a combination of 

two factors. Firstly, a shift toward producing more guidelines on chronic conditions, where 

they argued that patient needs constituted an important part of the guideline, and secondly, 

that NICE’s developing policy emphasis on patient and carer involvement led to more 

attention being paid to patient and carer perspectives. 

They further noted that only five of the 22 guidelines which drew on qualitative research 

used (or documented) specific search strategies for qualitative literature over and above 

searches that were done for quantitative studies. Only four of the guidelines documented 

key methodological process details such as inclusion/exclusion criteria for qualitative 

studies. 

This study also highlighted a gap in the reporting of the reviews - only half (11/22) of the 

guidelines reported how critical appraisal of qualitative studies was carried out, and only 

three of the 22 reported how data were synthesised. 

The study concluded that “there is no consistency in how qualitative evidence is utilised in 

the development of NICE clinical guidelines. There are also clear training needs for NICE’s 

guideline developers in terms of how best to identify, quality appraise and synthesise 

qualitative evidence” (p.172). 

The work reported in this current paper updates the study by Tan and colleagues (109) by 

exploring whether methodological changes within NICE, or development in methodological 

standards for QES have led to a change in their use in NICE guidelines. It also builds on a 

review of methodological literature by the current authors (142). The study aims to examine 

all qualitative evidence syntheses used in guideline documents published between 2015 and 

the end of 2019 by a leading producer of guidelines for clinical, public health, and social care 

in the UK. NICE was chosen as an appropriate exemplar because of its international 

reputation as a leading guideline producer. The study aimed to explore where and how QES 

are used in the development of health and social care guidelines, and how the 

methodologies used compare with international standards of good practice.  
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Method 

The study used a content analysis method to analyse textual data (143). Berelson (144) 

described content analysis as “a research technique for the objective, systematic and 

quantitative description of the manifest content of communication” (p. 18). Content 

analysis incorporates both quantitative approaches that convert the textual data to 

numerical data, for example by counting occurrences of the content of interest, and also 

more qualitative approaches that analyse the way that the content of interest in presented 

or discussed. The process followed in this study was based on the method outlined by 

Bengtsson (145) (see Table 3).  

Table 3: Summary of Bengtsson method for content analysis 

Stage Tasks How was this operationalised? 

Planning • Aim 

• Sample & unit of 
analysis 

• Data collection 
Method of analysis 

• Practical implications 

• Aim – to better understand 
variation in the reporting of QES 
used in NICE guidelines 

• Sample – NICE guidelines published 
or updated 2015 – 2019 

• Unit of analysis – A single QES was 
the unit of analysis rather than the 
guideline as a whole since some 
guidelines have multiple associated 
QES 

• Data collection/analysis – see boxes 
below 

• Practical implications – 
understanding where QES in the 
sample do not meet the criteria set 
out by ENTREQ is a useful indicator 
of reporting quality. 

Data 
collection 

• Collect data and 
transform to 
analysable text 

• Overall set of eligible guidelines 
identified using functionality on 
NICE website. 

• Manual sifting of reviews 
undertaken for guidelines to 
identify QES. 

• QES downloaded as pdf documents 
for analysis. 

Data 
analysing 

• Categorisation 

• Compilation 

• ENTREQ reporting criteria used as 
framework for categorisation with 
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each element assessed as ‘met’ or 
‘not met’ 

• Compiled in tabular form in 
spreadsheet. 

Reporting • Creating a 
report/presentation of 
the result. 
 

The results are presented in this paper 

 

Source documents 

In order to compare recent NICE guidelines with the sample included by Tan et al (109), and 

to reflect current practice, we scrutinised guidelines from a 5-year period (the beginning of 

2015 until the end of 2019).  

Using inbuilt functionality on the NICE website, a search was conducted for guidelines 

published between January 2015 and December 2019. This search encompassed the three 

types of evidence-based guideline produced by the guideline development centres at NICE, 

classified on the website as ‘public health’, ‘social care’ or ‘clinical’. It does not include 

guidelines where the method of development differed, that is, antimicrobial guidelines, 

cancer service guidelines, COVID-19 guidelines, and medicines practice guidelines (less than 

40 guidelines in total). The resulting list of guidelines was copied to the clipboard (using the 

website functionality) and pasted into an excel spreadsheet (Microsoft Office Professional 

Plus 2019).  

For each included guideline, the individual evidence reviews (systematic reviews and 

qualitative evidence syntheses) were explored using the ‘evidence’ tab on the guideline 

webpage.  

Each evidence review was examined to evaluate whether or not a qualitative evidence 

synthesis (defined as two or more qualitative studies combined together to answer the 

same review question) had been undertaken by the technical team (or a contractor) 

responsible for the development of the guideline. Evidence reviews that did not report the 

use of qualitative evidence synthesis (or mixed-methods synthesis with a qualitative 

component) were excluded from the sample. Any qualitative reviews and mixed-methods 
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reviews identified were downloaded and saved. These formed the sample for the content 

analysis. 

Data Collection 

Included QES were copied to a new excel spreadsheet and rationalised so that the unit of 

analysis was the qualitative evidence synthesis rather than the guideline (some guidelines 

were supported by multiple qualitative evidence syntheses). The coding framework 

(described below) was added to the spreadsheet to create a data extraction tool. 

The coding framework used was intended to provide two sets of data – descriptive data and 

content data. 

Descriptive Data 

This included key data from the QES – guideline number, year of publication, author (by 

guideline-producing centre rather than individual authors) and number of qualitative studies 

included in the analysis. The use of GRADE-CERQual (110) to assess the confidence was also 

noted. 

Content Data 

The criteria set by ENTREQ (64) are the most commonly used reporting framework for QES, 

and therefore this framework was selected as a useful one for examining the content of the 

QES included in this study – see Table 4 and appendix F. There are alternative reporting 

standards for specific types of QES, for example the eMERGe Reporting Guidance for meta-

ethnography (146), but since NICE has not produced any of these types of QES they were 

not used in this analysis.  

Table 4: Summary of ENTREQ criteria 

- Aim 

- Synthesis methodology 

- Approach to searching 

- Inclusion criteria 

- Data sources 

- Electronic Search strategy 

- Appraisal items 

- Appraisal process 

- Appraisal results 

- Data extraction 

- Software 

- Number of reviewers 
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- Study screening methods 

- Study characteristics 

- Study selection results 

- Rationale for appraisal 

- Coding 

- Study comparison 

- Derivation of themes 

- Quotations 

- Synthesis output 

 

Data Analysis 

Each of the QES was read and descriptive data and content data were coded into an excel 

spreadsheet according to the framework described above and in appendix F. Coding was 

binary (0 or 1) and indicated whether the QES reported on the criterion in the reporting 

framework or not. For example, did the QES report its aim? Did it report the synthesis 

methodology it is underpinned by? This approach did not allow for any judgment about the 

adequacy of each reporting criterion, only whether it was present or not. This approach was 

taken to allow for analysis of coding. 

Resulting data are presented predominantly as descriptive statistics to show trends, 

consistencies, and inconsistencies in the data. Data were imported into the R program (147), 

using the ‘tidyverse’ package (148) to manage the data and the ‘ggplot2’ package (149) (also 

part of the tidyverse) for data visualisation. The R code used to generate the figures can be 

found in appendix G. 

Results 

Number and Size of QES Undertaken 

Between January 2015 and December 2019, NICE published 192 clinical, public health and 

social care guidelines. The website categorises the breakdown of these guidelines as 156 

clinical, 30 public health and 48 social care guidelines, however this includes some 

guidelines listed in more than one category, hence the discrepancy in numbers. For the 

purposes of this analysis, pragmatic decisions were made about the main topic area of a 

guideline to assign each guideline to a single category, resulting in a breakdown of 143 

clinically focussed guidelines, 25 public health focussed guidelines, and 24 social care 

focussed guidelines. Each of these guidelines is based on multiple sources of evidence – 

most often systematic reviews of quantitative evidence, but also prognostic and diagnostic 

https://www.nice.org.uk/guidance/published?type=cg,ph,sc&fromdate=January%202015
https://www.nice.org.uk/guidance/published?type=cg,ph,sc&fromdate=January%202015
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reviews (of the predictive or diagnostic accuracy of tests or indicators), epidemiological 

studies (of prevalence and incidence) and, more rarely, qualitative evidence syntheses. The 

total number of reviews (both quantitative and qualitative) conducted for a guideline can 

range from one review for an update of a single clinical question to around 40 reviews for a 

large guideline with multiple questions. The reviews are conducted by expert review teams 

who present them to the guideline committee. The committee undertake a structured 

discussion (although not using a formal Evidence-to-Decision framework) of the evidence 

contained in the reviews (and their confidence in that evidence if GRADE-CERQual was 

used), alongside any other evidence, and contextualise it using their expertise and 

experience of the UK health and social care system to make guideline recommendations. 

When a guideline is published, all of the evidence considered by the committee is also 

published alongside the guideline. 

Of the 192 guidelines referred to above, 54 guidelines (28%) had one or more QES as part of 

their evidence base (qualitative evidence syntheses defined as a synthesis of more than one 

qualitative study). Overall, out of a total of approximatelyb 1,500 reviews/research 

questions, 90 were QES (approx. 6%).  

Of the 54 guidelines with one or more QES, 36 (out of a total of 143 [25%]) were clinically 

focussed, 13 (out of 25 [52%]) were public health focussed, 5 (out of 24 [21%]) were social 

care focussed. This shows that social care and clinically focussed guidelines are roughly half 

as likely to use qualitative evidence synthesis as public health focussed guidelines (see Table 

5). 

Table 5: Prevalence of QES by guideline type 

 Guidelines published in 

study period (n=192) 

Number with QES 

(n= 54) 

Percentage of 

total 

Clinical 143 36 25% 

Public health 25 13 52% 

Social care 24 5 21% 

 
b It is not possible to accurately count the number of review questions due to changes in the way that these are 

reported. 
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The number of QES used per included guideline ranges from 1 to 6 (mean = 1.67 per 

guideline that contains a QES, less than 0.4 QES per guideline published between Jan 2015 

and Dec 2019). 

In terms of the number of included papers in the QES, there was a large amount of 

variation. The largest QES contained 69 papers, the smallest QES contained two papers. 

Distribution of QES by the number of included papers is shown in Figure 3. Reasons for the 

variation were not explored as part of this analysis but may be related to the size of the 

evidence base, or to the formulation of the review protocol. 

Figure 3: Frequency of QES by number of included papers

 

 

Overall, 65% (58 out of 90) of QES had less than 12 papers included, with a mode of four and 

a median of ten papers. The four QES with more than 42 papers were from two guidelines 

(150, 151) and in both cases a single set of included papers was identified through searching 

and sifting and the data were extracted from the single set of papers to develop two QES 

with different review questions.  
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Figure 4 shows the number of QES conducted by year for the period 2015 – 2019. The graph 

does not indicate any meaningful trend toward producing more QES in spite of the growth 

in acceptability of QES in evidence-based health and social care, and the development of 

more rigorous methods (see methodological review). The large variations in 2017 and 2019 

might be at least partly explained by the lifecycle of a guideline. In most cases guidelines 

take longer than a year to develop and publish. The number of guidelines published per year 

is somewhat variable, depending on the length of the guidelines’ development – guidelines 

with more review questions, usually addressed sequentially, tend to have longer 

development times. There is no evidence found by this analysis that would indicate why 

2017 and 2019 were years when fewer QES were published. 

Figure 4: Number of QES published by year (2015-2019)

 

 

Purpose of QES undertaken 

There are a range of QES methodologies which vary widely on the epistemological 

spectrum, and in level of complexity, from aggregative approaches to more 

configurative/interpretive approaches. QES undertaken for NICE guidelines all use simpler 

descriptive or aggregative approaches. These syntheses can be used to address a range of 

issues that concern people’s (both patients and healthcare professionals) views, beliefs and 

lived experiences. While quantitative evidence is best for addressing questions of efficacy 
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(does treatment A have an effect on condition B?), qualitative evidence can be useful to 

bridge the gap between efficacy and real-life effectiveness, for example understanding why 

people do not take their medicines as prescribed, how the medicines impact their lives and 

how things could be improved. In spite of this, guidelines produced by NICE in the period 

2015-2019 seem to address a much more limited range of question types using QES. Almost 

half of the QES undertaken answer one of two types of question: 

- What are the barriers and/or facilitators to……? 

- What are the information (and support) needs of …...? 

Many of the remaining questions deal with similar question types, often about support and 

care needs. This may indicate a limited understanding in the NICE guideline development 

centres of the potential remit of QES and their flexibility with regards to issues such as 

service configuration, professional support etc. Other types of QES do include occasional 

innovative questions, for example one QES for guideline NG77 - management of cataracts in 

adults (152) was employed to explore how lens implant errors happen through qualitative 

analysis of physician reports and case studies. 

Quality of Reporting 

The 90 QES published by NICE between Jan 2015 and Dec 2019 were assessed against the 

ENTREQ reporting criteria as described in Table 4 (above) and in more detail appendix F. 

Analysis of number of guidelines meeting each of the ENTREQ criteria is shown in Figure 5 

with an additional column to indicate whether the QES used GRADE-CERQual to assess 

confidence in the qualitative findings. 
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Figure 5: Number of QES meeting each ENTREQ reporting criterion (out of a total of 90)

 

 

ENTREQ criteria relating to setting out the aim of the review and to the systematic searching 

and sifting of studies to generate a pool of included studies was generally done well and 

described adequately in the included QES. Almost all of the QES provided a structured 

review question or stated aim and a full search strategy and PRISMA flowchart to show the 

flow of studies. In line with good practice, they provided reasons for exclusion for papers 

excluded at full-text evaluation. The exception to this was the synthesis methodology 

criterion (described by the ENTREQ statement as “Identify the synthesis methodology or 

theoretical framework which underpins the synthesis and describe the rationale for choice 

of methodology”). Many QES (40/90) were given a 0 mark on this criterion because either 

they only provided a brief sentence or statement to describe the methods of data synthesis 

used, for example “We undertook thematic synthesis”, with no methodological detail, or 

simply provided inadequate descriptions of methodology, often not specifying an approach 

to synthesis at all.  
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Derivation of themes (described by the ENTREQ statement as “Explain whether the process 

of deriving the themes or constructs was inductive or deductive”) was demonstrated in a 

third of QES, and these were mostly undertaken by a particular guideline developer who 

present a ‘theme map’ as a standard part of their QES. 

In 70 of the reviews, synthesis output (described by the ENTREQ statement as “Present rich, 

compelling and useful results that go beyond a summary of the primary studies”) was 

reported. This was mostly in the form of NICE evidence statements, although some evidence 

statements made no attempt at synthesis and simply listed the themes identified by 

individual studies. Some QES used a Cochrane style ‘Summary of qualitative findings’ table 

to present synthesised themes and sub-themes along with their CERQual confidence rating. 

Other than that, CERQual was not often used. This does not seem to be dependent on the 

age of the review (as might be expected given the introduction of CERQual in 2015) but 

seems to depend more on the guideline developer. 

Variation Over Time 

It might be expected that adherence to reporting frameworks improves over time as 

methods for undertaking QES become more robust and more widely known. It might also be 

expected that guideline developers would develop their methods for QES (and train their 

staff in those methods), and that more recent iterations of the NICE guideline methods 

manual might give clearer direction on its expectations from QES.  

Figure 6 explores how well QES from different centres match with criteria in the ENTREQ 

reporting framework over time. For years where a centre produced more than 1 QES, the 

mean of the number of criteria in the framework (out of 21) for the QES produced in that 

year is used. It is important to note that using a mean number of reporting criteria is 

somewhat arbitrary since it requires making a generalisation that each of the 21 criteria in 

the framework is of equal importance to the reporting of a QES.  

Data suggest that in fact there is little variation over time, but that the main determinant of 

the number of ENTREQ criteria reported is the guideline developer who authored the 

review. Of the two guideline developers who authored the majority of the QES in the past 5 

years, one reasonably consistently reports around 11-13 criteria (Centre 7), whereas the 

other performs better in 2016 and 2017, but drops to a similar level in 2018 and 2019 



QES in Guidelines 

99 | P a g e  
 

(Centre 6). It is unclear what may drive the drop. Two possible confounding factors are the 

publication of the new NICE methods manual in 2018 (105), or simply a change in staff or 

senior staff from someone more familiar with QES to someone less familiar. 

To further explore this, data were plotted to calculate the median number of ENTREQ 

criteria reported over all years (2015-2019) by guideline developer. Figure 7 presents this 

data along with the associated point values for each QES. 



Figure 6: ENTREQ criteria (out of a maximum of 21) reported by year and authoring centre 

 



Figure 7: Median number of criteria in the ENTREQ framework met 

 (dots represent individual QES) 
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The data in Figure 7 broadly support the hypothesis that the different producers of QES 

account for most of the variation in the number of criteria reported on in the reporting 

framework. Centres that do less well tend to have only produced 2 or 3 QES over the 5 years 

period and therefore staff are likely to have been less familiar with QES methods having 

done them rarely. The Centre 8 team do not appear to fit this pattern. Their QES perform 

poorly against the ENTREQ framework, however the team have produced 11 QES in the 5-

year timeframe, including the lowest scoring and second lowest scoring.  

The widest variation in meeting the criteria in the framework is seen in the contractor 

group, but this is to be expected since it is a heterogeneous group comprised of various 

organisations and academic groups. Since these QES were contracted out, it is reasonable 

that the highest ranking QES are in this group since competitive tendering would lead to 

these syntheses being undertaken by specialist teams familiar with QES. 

Centres 6 and 7 are the most prolific producers of QES, with centre seven demonstrating a 

wide range of reporting quality across their QES. Centre 6 reporting quality appears to be 

dichotomous with a cluster of QES scoring 10 or 11, and a larger cluster scoring 15 or 16. It is 

unclear what the cause of this dichotomy might be. 

Discussion 

Number and Size of QES Undertaken 

The number of QES undertaken by NICE (including its contractors) over the 5-year period up 

to the end of 2019 formed a fraction of the total number of reviews undertaken in the 

period. Although it is difficult to ascertain why this is the case, there are plausible 

explanations that can at least partially explain this lack of attention to the qualitative 

evidence. 

The majority of the guidelines produced in the period were clinical guidelines (143 out of 

192), and clinical guidelines are most often about the relative efficacy of different treatment 

modalities. In questions of efficacy, the gold standard is the randomised controlled trial, or a 

systematic review of randomised controlled trials. Although QES could be used to bridge the 

efficacy – effectiveness gap (that is, the difference between the biological or medicinal 

effect of the medicine itself on the body and its observed effectiveness in a particular 
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population) by addressing issues such as acceptability of the treatment, compliance with 

regimes, attitudes towards the medicine etc., the reality is that in the majority of cases 

there is unlikely to be published qualitative evidence that could be synthesised that directly 

addresses the efficacy question. For example, while there might be substantial research into 

peoples lived experiences of particular illnesses, there is less likely to be evidence on 

people’s experiences of undergoing treatment A specifically. The most obvious exception to 

this is in long-term conditions, or conditions where there is a notable impact on quality of 

life, where there is potentially substantial qualitative research – for example, cancer care or 

kidney dialysis. There is also a growing recognition within producers of clinical guidelines of 

the importance of qualitative evidence as a tool in implementation research because they 

“generate opportunities to examine complexity and include a diversity of perspectives” 

(153). 

Arguably, QES could be more routinely useful in public health and social care topics where 

interventions tend to be more interpersonal or sociopsychological than biological and 

evaluations of views, perceptions and lived experiences (traditionally the domain of 

qualitative research) are more likely to be qualitative than in clinical medicine.  

The line of argument about the likely availability of qualitative data is to a large extent 

borne out by the size of the QES that were carried out. With a modal number of four papers 

per QES they are, on average, relatively small. Themes from QES that contain so few studies 

may not score highly in a CERQual assessment (they are likely to be downgraded for 

adequacy unless the data from the studies is very rich), and this may restrict their usefulness 

as part of a decision-making process. Of the four large (>50 papers) QES, two were part of 

the workplace health guideline16, a non-clinical, public health guideline, and two were 

related to the attention deficit hyperactivity disorder: diagnosis and management guideline 

(151), which fits the model of a long-term condition with a notable impact on quality of life. 

It is also plausible that the lack of relevant studies identified for most of the QES was due to 

either inappropriate research questions, or insufficient searching. Technical staff and 

information specialists producing QES within NICE are usually quantitative systematic 

reviewers and have little training in searching for or assessing qualitative evidence. Added to 

this, qualitative studies are notoriously poorly indexed in databases, qualitative study filters 
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are still quite primitive in comparison to quantitative ones, and qualitative literature 

searches are often quite specific (as opposed to sensitive) to limit the large amounts of 

irrelevant papers that need to be excluded during the sifting process (154). 

The numbers of QES published per year does not appear to have the incremental increase 

that would be expected given the development of methods for QES over the 5 years in 

question, however this could be simply because the time period is too short to demonstrate 

any trend. It is also likely due to the varying patterns of NICE guideline publication. NICE 

guidelines take varying amounts of time to complete depending on a variety of factors, so 

there is not a consistent background rate of guideline publication against which the 

numbers of QES can easily be measured. The Tan paper (109) however, reports that almost 

50% of guidelines published in 2002 – 2007 ‘made use of qualitative studies’ (this is a slightly 

different measure to ‘undertaking a QES’ – the inclusion criterion for the current study. See 

below). During 2015 – 2019 that number was 28%, so a more detailed examination of the 

numbers over the lifetime of NICE could potentially reveal a year on year decrease in the 

number of guidelines using QES. A caveat here is that the Tan paper (109) refers to ‘making 

use of qualitative studies’ but does not define this. There are guidelines from that period 

that report single or small numbers of qualitative studies but do not make any attempt at 

synthesis and therefore would not be considered for this study. The current content analysis 

only counted syntheses of two or more qualitative studies and did not count incidental use 

of single qualitative studies. This change from counting single studies to only counting 

syntheses of two or more studies is likely to account for a good deal of the discrepancy. 

Purpose of QES Undertaken 

Almost half of the QES undertaken in 2015 – 2019 were carried out to address generic 

questions about barriers and facilitators to accessing a service or treatment, or about 

information needs relating to a condition. A substantial number of the remainder were 

about care and support needs of people with a specific condition. There seems in general 

little appetite to address more creative questions through QES even though the NICE 

manual (105) gives a broader list of examples than this including: 

• What elements of care on the general ward are viewed as important by patients 

following their discharge from critical care areas? 
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• How does culture affect the need for and content of information and support for 

bottle or breastfeeding? 

• What are the perceived risks and benefits of immunisation among parents, carers, or 

young people? Is there a difference in perceived benefits and risks between groups 

whose children are partially immunised and those who have not been immunised? 

• What information and support should be offered to children with atopic eczema and 

their families and carers? 

• What are the views and experiences of health, social care, and other practitioners 

about home-based intermediate care? 

Occasional forays are made into more novel uses of QES. For example, in the “Cataracts in 

adults: management” guideline (152), a QES was undertaken to inform recommendations 

on wrong lens implant errors, specifically the questions “What are the procedural causes of 

wrong lens implant errors?” and “What strategies should be adopted to reduce the risk of 

wrong lens implant errors?”. 

An avenue that does not seem to have been routinely explored by NICE is the use of QES as 

contextual grounding for guidelines. For example, a guideline about diabetes might usefully 

be underpinned as a whole by a QES that explored people’s experiences of living with, or 

caring for, people with diabetes, even though qualitative data to inform a QES about specific 

question within the guideline might not be available, the context would enable a guideline 

committee to frame their recommendation-making in terms of people’s lived experience of 

the condition. 

Quality of Reporting 

It is clear from Figure 5 that there is good consistency within the ENTREQ criteria as to 

whether it is done well or poorly in NICE QES. Most criteria are either reported on by over 

80 (out of 90) or by less than 45 QES. Very few criteria fall between these brackets. 

Closer examination of the reporting criteria reveals that the criteria in the framework where 

the number of QES reporting the criterion are very high are all criteria that duplicate steps in 

quantitative systematic reviews and are therefore familiar to staff who are predominantly 

quantitative systematic reviewers. ENTREQ criteria relating to documenting the searching 

and sifting process, and to the creations of evidence tables of study characteristics are 
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invariably done well, as is the presentation of the results of the methodological critical 

appraisal of the papers. Almost all of the criteria that duplicate steps in the quantitative 

systematic review process were reported in the QES (85 or more of the 90 QES).  

Steps that are unique to QES, or where QES methods differ from quantitative systematic 

review methods, fare less well, and this is particularly the case with the criteria in the 

framework that require specific skills in methods for QES: data extraction, coding, use of 

software, and study comparison all fare poorly with less than 10% of the included QES 

reporting how (or if) they undertook these steps. Description of methods of qualitative 

synthesis also fared poorly with only around half of the QES reporting a synthesis approach 

in any detail. 

Variation Over Time and Centre Undertaking QES 

The data presented here for different guideline-producing centres are, at best, only 

indicative data. The picture they present of static guideline-producing centres is potentially 

a misleading one. In the period under scrutiny (2015-2019), major changes were made to 

the way in which NICE contracts out work for guideline production. In the early stages of 

this time period, NICE had contracts with several external collaborating centres, mostly 

associated with academic units, and additionally an internal clinical guidelines team and a 

public health team. The external teams were responsible for specific areas of guideline 

production (for example, the National Collaborating Centre for Mental Health, or the 

National Collaborating Centre for Women’s and Children’s Health). The collaborating 

centres were replaced with two generic bodies, the National Guidelines Alliance and the 

National Guidelines Centre. These two bodies absorbed the functions, and in many cases 

the staff, of the collaborating centres. It is likely that the changing membership of review 

teams over that time has had an impact on the systematic review and QES processes that 

underpin the guidelines (155).  

In spite of this, there seem to be two general trends in the data contained in Figure 6 and 

Figure 7 that are important for this analysis. Firstly, that over time the completeness of 

reporting of QES both overall, and by specific centres, has not improved in spite of clearer 

reporting frameworks and important methodological developments in QES. Secondly, the 

quality of reporting seems (in most cases) to be related to the centre producing the QES, 
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with clear clusters of reviews of similar quality within centres. The exceptions, as discussed 

above, are the generic ‘contractor’ category and the public health team. 

Along with its international peers, including Cochrane and the WHO, NICE is developing 

methods for the use of QES in producing health guidelines (105). To date this seems only to 

have been through relatively small numbers of QES, and only to address a very limited 

number of questions, primarily those about barriers and facilitators to service use and about 

people’s information and support needs when diagnosed with, or living with, a health 

condition. There is a potential to better understand the range of questions which qualitative 

evidence might be able to shed light on, and this in turn might make them more common as 

part of guideline production. 

The focus of health guideline-producing bodies on the use of systematic reviews of 

quantitative evidence and the relatively small amount of QES means that there was no 

noticeable improvement over time in the quality of QES produced. QES that were not 

produced by contractors who specialise in qualitative methods often lacked transparent 

reporting of those aspects of the qualitative evidence synthesis that differ from the stages 

of a quantitative systematic review.  

The clearest factor in the quality of a QES seems to have been the team that undertook it. 

Teams which produced well-reported QES seemed to do so consistently, and we can 

speculate that this may because they have staff with a particular interest or skill set in this 

area.  

Limitations 

While we believe that the findings are robust, we acknowledge that the way that reviews 

are reported by NICE changed several times during the 5-year period under consideration. 

At various times multiple questions could be subsumed into single reviews or split across 

different review questions. This means that accurate counting becomes difficult, and some 

numbers are a near approximation based on counting and pragmatic decisions. Where 

numbers are uncertain this is reported. 

The ENTREQ framework was not intended to be used for ‘scoring’ QES, and arguably not all 

ENTREQ reporting domains are equal in importance, nor was it designed as a formal 
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reporting standard - it is a general statement containing 21 items or criteria that can be 

broadly applied to common types of QES methodologies. As a framework, it is not well 

suited for more complex methodologies, however it is useful for simpler 

descriptive/aggregative methods as used in the QES described here. 

The main purpose of this analysis was to better understand the quality of reporting of QES 

rather than why QES were or were not undertaken for specific guidelines. QES are relevant 

to a very specific range of research questions, and not all NICE guidelines would have 

benefitted from a QES. Further research would need to be undertaken to establish whether 

QES had been used appropriately in guideline development. 

As with any documentary appraisal, it is unclear whether issues identified in this paper are 

due to the lack transparent reporting of the qualitative evidence syntheses or whether they 

relate to the conduct of the reviews themselves, or just to the reporting of them. 

Conclusions 

 This study analysed guidance containing a QES from one UK organisation over a 5-year 

period. Analysis found that the use, conduct and reporting of optimal QES methods requires 

development, as over time the quality of reporting of QES both overall, and by specific 

centres, has not improved in spite of clearer reporting frameworks and important 

methodological developments. Further staff training in QES methods may be helpful for 

reviewers who are more familiar with conventional forms of systematic review if the highest 

standards of QES are to be achieved. There seems potential for greater use of evidence from 

qualitative research during guideline development. The studies reported in Chapters 2 and 

3, provide insight into the methods used to develop QES in health and social care guideline-

producing organisations (Chapter 2) and what sort of QES has been used by NICE guideline 

committees in particular (Chapter 3). However, the literature is largely silent on the fate of 

that evidence at the hands of a guideline committee or panel. The next study reported in 

this thesis attempts to begin to remedy that situation by focussing in on the way that 

guideline committees understand and use the QES that are put in front of them, in the 

context of the wider (quantitative) evidence base, and their own beliefs and opinions about 

the value and utility of QES.
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CHAPTER 4: METHODS FOR THE PRIMARY QUALITATIVE STUDY 

OF COMMITTEE MEMBER AND TECHNICAL STAFF VIEWS AND 

OPINIONS ON THE USEFULNESS OF QES IN GUIDELINE 

DEVELOPMENT 

Introduction 

This chapter and the following chapter address the overall question for ‘phase 2’ of the PhD; 

to explore the views and perceptions of technical staff, committee experts and committee 

lay-members regarding how a QES contributes to committee discussions, and to the process 

of making recommendations. It explores the gaps highlighted in Chapter 2 relating to 

establishing whether guideline-producing committees find QES useful to their deliberations, 

whether they could be done or presented differently to make them more useful and, 

perhaps most importantly (the gap identified in Chapter 3), how committees use QES to 

inform their decision making alongside quantitative systematic reviews of effectiveness and 

colloquial evidence (such as expert testimony and the committee members own expertise 

and experience). It further aims to explore committee members and evidence synthesis 

team members understandings of QES and how it is reported (textually) and presented 

(verbally) to them to reflect on the importance (or otherwise) of technical expertise in 

reviewing teams and among committee members as proposed in Chapter 3. 

This chapter describes the methodological approach taken to conduct a primary qualitative 

study that was designed to elicit the beliefs and opinions of members of NICE guideline 

committees about the usefulness of QES during the guideline production process. It builds 

on and complements ‘phase 1’ of this research - the two previous studies (the systematic 

review of the methodological literature and the content analysis of QES adherence to 

reporting standards) which focussed on the content and methods of producing QES in the 

context of guideline development. It does this by exploring whether QES, as they are 

presented to NICE committees, help the committee decision making processes and drive the 

formulation of guideline recommendations, and what factors help or hinder this process. 
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Reporting Criteria 

In spite of recent concerns about its development (156) and its legitimacy as a reporting tool 

(157), the COREQ reporting criteria are the most frequently used reporting criteria, and 

therefore this study followed those criteria. A completed COREQ checklist for this qualitative 

study can be found in appendix H. 

Context and setting for the qualitative study 
The UK’s National Institute for Health and Care Excellence (NICE) is one of the world’s 

leading producers of evidence-based guidance in health and social care (158). Guidelines are 

primarily informed by systematic reviews and meta-analyses of randomised controlled trials 

(RCTs) and economic analyses that are interpreted by guideline committees formed of 

experts, clinicians, and lay-members. The Institute occasionally considers evidence from 

observational studies, and rarely, from qualitative studies. This tends to be in exceptional 

circumstances when not enough RCT evidence is available to inform a decision, or when a 

question cannot be answered with experimental evidence, for example questions about 

information needs or barriers to service access (see Chapter 3 for a breakdown of the kinds 

of questions addressed by QES at NICE). 

NICE was selected as an appropriate setting for this study because: 

● NICE is considered to be a world leader in evidence-based health guideline 

production and findings could be applicable to other organisations around the world 

which produce healthcare guidance. 

● I am an employee of NICE and have an insider understanding of NICE processes and 

was therefore well placed to access NICE committees for data collection, although it 

is recognised that as an employee, I would have particular viewpoints/perceptions. 

This is considered in the ethics section below. 

In line with most international guideline-producing bodies, NICE makes use of guideline 

committees (often known as guideline panels outside of NICE) to make recommendations 

for guidelines. The committees are composed of an independent Chair, relevant experts 

(often clinicians or other healthcare professionals) representing the multidisciplinary team 

relevant to the topic of the guideline, and at least two lay-members (representatives of 
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patient/service user voice organisations, or individuals with lived experience of a condition 

about which the guidance is produced, or of caring for someone with that condition). 

Further information about NICE’s approach to guideline production is available via their 

website (159), and methodological and process detail in the NICE Guidelines Manual (30).  

Technical teams of systematic reviewers at NICE produce evidence syntheses based on 

review protocols agreed by the committee to address the issues identified as relevant to the 

guideline. Normally these are systematic reviews of RCTs, or of observational evidence. 

Occasionally these reviews are of qualitative evidence. 

The evidence reviews are sent to committee members in advance of a guideline committee 

meeting. These meetings are normally a day in length and normally (since COVID-19) 

conducted virtually. At this meeting committee members are presented, by NICE technical 

staff, with a summary of the key evidence contained in the evidence reviews, along with any 

health economic evidence or modelling that has been undertaken. The committee discuss 

the evidence in the context of their own experience and practice, and what they know of 

the broader UK context to produce recommendations for the guideline. 

The recommendations take the form of statements aimed at healthcare professionals 

(HCPs) to guide their practice, either as ‘strong’ recommendations that tell HCPs how they 

should act in a particular situation, or ‘weak’ recommendations that HCPs might consider in 

a particular circumstance (see Figure 8 for an example from NICE’s adrenal insufficiency 

guideline (160)). Recommendations are based on a GRADE assessment of the confidence in 

the evidence (or a GRADE-CERQual assessment for QES), and on the strength of the 

evidence (for example, the size of the pooled effect estimate if a meta-analysis was 

undertaken), However, it is also within the committee’s power to make consensus 

recommendations that can be based on expert testimony, non-systematic review sources of 

evidence or, in the absence of any other evidence, based on committee consensus. 
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Figure 8: Example strong and weak recommendations from a NICE guideline

 

After the meeting, a narrative description of the committee’s deliberations is included in the 

evidence review document to demonstrate the links between the evidence presented and 

the recommendations the committee made. Once completed, draft guidelines undergo 

public consultation and may undergo revision before publication. 

Research question 

The overall research question for this thesis is: 

● What is the role of qualitative evidence syntheses in the development of health 

(including public health) and social care guideline development, and how might its 

role be optimised?  

Previous phases of work have explored the existing literature on how QES should be 

undertaken to inform guideline committee decisions (Chapter 2 – systematic review of the 

methodological literature) and how NICE has reported QES undertaken previously for its 

guidelines by comparing the content of the QES to the ENTREQ reporting standard (Chapter 

3 – Content analysis of NICE QES). The primary qualitative research element of the PhD 

builds on this previous work by exploring in-depth the perceptions of key individuals 

involved in guideline development. The qualitative study aimed to specifically address the 

following research questions: 

Example of a strong recommendation 

1.4.6 Admit the person to hospital during periods of physiological stress if they are 

unable to absorb oral glucocorticoids, for example, during prolonged diarrhoea and 

vomiting. 

Example of a weak recommendation 

1.3.5 For people with primary adrenal insufficiency and persistent hyponatraemia 

despite having the maximum dose of fludrocortisone, consider sodium chloride 

supplementation according to specialist endocrinology advice. 

(recommendations taken from NICE guidance on Adrenal insufficiency: identification 

and management) 
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● How do guideline committees at NICE use findings from QES to inform 

recommendation-making?  

● What are the views and perceptions of technical staff, committee experts and 

committee lay-members regarding how a QES contributes to committee discussions, 

and to the process of making recommendations?  

● What might be learned about best practice? 

Epistemological underpinning of the qualitative study 
The research was grounded in the framework of evidence-based health care (EBHC). 

Previously known as evidence-based medicine (EBM), EBHC is a clinical, public health, and 

social care approach that emphasises the use of the best available evidence to inform 

healthcare decisions (12). While EBHC has been influential in shaping clinical practice, there 

is a growing recognition of the complexities involved in translating evidence into guidelines 

(17). This study will explore these complexities by examining how guideline committees 

currently and in the future might best navigate the challenges of interpreting and 

integrating evidence from QES into their recommendations. 

In the realm of EBHC, adopting a critical realist perspective offers a robust framework for 

understanding the complexities of healthcare interventions and guidelines. Critical realism, 

a philosophy developed by Roy Bhaskar, bridges the gap between positivism and 

constructivism by acknowledging that reality exists independently of our perceptions, yet 

our understanding of it is always mediated by social and subjective factors (161). 

Key Principles of Critical Realism 

1. Ontological Realism: Critical realism posits that there is a reality independent of 

human thoughts and beliefs. This reality includes both physical and social structures 

that influence health outcomes. For example, the biological mechanisms of a disease 

exist regardless of our understanding or awareness of them. 

2. Epistemic Relativism: While reality is independent, our knowledge of it is always 

partial and fallible. This means that scientific knowledge is socially constructed and 

influenced by the context in which it is produced. In EBHC, this principle encourages 

researchers to critically examine how evidence is generated and interpreted. 
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3. Judgmental Rationality: Despite the fallibility of our knowledge, it is possible to 

make rational judgments about the validity of different claims. This involves critically 

evaluating evidence and considering the broader context in which it was produced 

(161). 

Application in Guideline Committee Discussions 

In the context of healthcare guideline development, adopting a critical realist perspective 

involves looking beyond the surface-level recommendations to understand the underlying 

mechanisms and contextual factors that the committee used to make their decisions and 

how they were influenced by their beliefs and preconceptions. This approach can provide 

deeper insights into how guideline committees discuss and interpret evidence to make 

informed recommendations. 

Research design 

This research aimed to explore how (and whether) guideline committees use qualitative 

evidence to formulate recommendations. A thematic analysis approach was used to 

systematically identify, analyse, and interpret patterns of meaning within qualitative data. 

Thematic analysis is a widely used qualitative research method that allows for the 

identification, analysis, and interpretation of patterns, themes, and meanings within data 

(162). This approach is particularly suitable for this research as it enables a detailed 

examination of how guideline committees engage with evidence to inform their decision-

making processes. 

Participants 

Given the diversity of roles on NICE guideline committees, and the three broad areas in 

which NICE produces guidelines, a purposive approach to sampling was used. Purposive 

sampling better matches the sample to the aims and objectives of the research, thus 

improving the rigour of the study and trustworthiness of the data and results (163).  

The study aimed to recruit a total of 12 participants from three committees (one clinical 

committee, one public health and one social care), which was deemed sufficient to provide 

a comprehensive view across the various types of guidelines and roles within the guideline 

committees. The sample included both members of the NICE guideline committees and NICE 
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technical staff who had supported these committees by conducting QES and presenting the 

results to the committees.  

Specifically, the study invited six members from NICE guideline committees that had 

considered QES as part of the evidence base for their guidelines, and six members of NICE 

staff who had conducted QES and presented them to NICE committees within the past 18 

months. To ensure a diverse range of perspectives, the recruitment aimed to include a 

variety of roles from the committee, including Chair, medical committee members, non-

medical committee members, and lay (service user) members. This diversity was crucial for 

capturing a holistic understanding of the committee dynamics and decision-making 

processes and to better understand whether different professional groups had differing 

attitudes and beliefs about the value of qualitative evidence. 

Recruitment Process 

Committee members: Committee members were recruited through a self-selection process. 

The researcher used internal records and networks to identify three committees (one 

clinical committee, one public health and one social care) that had recently considered one 

or more QES as part of developing a guideline (in the previous 18 months) and negotiated 

access to these committees. A participant information sheet (appendix I) was distributed to 

members of the three committees as part of the paperwork that is circulated in advance of 

a scheduled committee meeting. During the committee meeting, in addition to the usual 

agenda, committee members were given a brief (<10-minute) PowerPoint presentation by 

the researcher to introduce the research study and provide an opportunity for committee 

members to ask questions. Committee members interested in participating were asked to 

follow up with the researcher by email.  

Technical staff: Technical staff members who had conducted and presented QES to the 

committees in question were contacted via email and provided with a participant 

information sheet. They were invited to participate and given the opportunity to ask 

questions about the project before making a decision. This approach ensured that potential 

participants were well-informed and could make an informed decision about their 

involvement. 
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All participants were required to sign a consent form (appendix J) prior to the organisation 

of the interviews, ensuring ethical standards and participant understanding of the study’s 

aims and procedures. 

Data collection methods 

Data for this study were collected through a series of semi-structured interviews, conducted 

online via Google Meet, and recorded using the inbuilt functionality. Participants were 

invited to partake in semi-structured interviews lasting between 45 and 60 minutes. The 

purpose of these interviews was to gather detailed data on the processes involved during 

the meetings where QES were presented and discussed, as well as the participants’ 

perceptions of the QES and its influence on the recommendation-making process. Only the 

interviewer and participant were present during the online interviews. 

This approach was chosen to facilitate in-depth exploration of participants’ experiences and 

perceptions while allowing for flexibility in the conversation flow. In-person meetings would 

have been preferred but data collection started during the COVID-19 pandemic and 

University of Sheffield interim rules for researchers prohibited in-person interviewing. Data 

collection continued until 2022, but interviews remained online. Semi-structured interviews 

are particularly effective for qualitative research as they provide a balance between 

structured questions and the freedom to explore emerging topics in more detail (164). 

Data analysis 

The recordings of the interviews were transcribed verbatim by the author. Transcripts were 

uploaded to NVivo (118) and were coded using an emergent approach, with codes being 

allocated to units of meaning as they arose in the transcript rather than according to any 

pre-determined structure, however, initial decisions about coding were partly based on 

issues highlighted during the systematic review of the methodological literature and on the 

content analysis undertaken earlier in the PhD process. Once coding was completed, codes 

were read and re-read and organised into groups of meaning in the context of the research 

question. Critical discussion of the data and emerging themes between the researcher and 

supervisory team led to refinement of the emerging themes and the aggregation of those 
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themes into useful units of meaning. Groups were aggregated until further aggregation was 

not meaningful or diluted the detailed narrative of the lower-level groups. 

Thematic analysis was conducted following the six-step process outlined by Braun and 

Clarke (165) 

1. Familiarisation with the Data: Immersing oneself in the data by reading and re-

reading the transcripts and documents. Initial notes were taken to capture 

preliminary ideas and patterns. 

2. Generating Initial Codes: The data were systematically coded to identify significant 

features. Coding was done manually and with the aid of qualitative data analysis 

software (NVivo (118)) to ensure thoroughness and consistency. 

3. Searching for Themes: Codes were collated into potential themes. This involved 

organising codes into broader patterns that captured the essence of the data. 

Themes were identified based on their relevance to the research questions. 

4. Reviewing Themes: Themes were reviewed and refined to ensure they accurately 

represented the data. This step involved checking if the themes worked in relation to 

the coded extracts and the entire data set. Themes were merged, split, or discarded 

as necessary. 

5. Defining and Naming Themes: Each theme was clearly defined and named. This 

involved writing detailed descriptions of each theme, including what was unique and 

interesting about them. The aim was to ensure that each theme told a coherent 

story about the data. 

6. Writing Up: The final step involved weaving together the themes into a coherent 

narrative. This included a detailed analysis of each theme, supported by relevant 

data extracts. The write-up also discussed the implications of the findings for 

guideline committees and their use of evidence. 

Furthermore, in line with the principles of thematic analysis as set out by Braun and 

Clarke, this study did not aim to calculate how many participants or items of data are 

necessary to achieve data saturation or ‘information redundancy’. 
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They argue that  

although the concepts of data-, thematic- or code-saturation, and even meaning-

saturation, … are not consistent with the values and assumptions of reflexive TA 

and therefore 

recognise that meaning is generated through interpretation of, not excavated from, 

data, and therefore judgements about ‘how many’ data items, and when to stop 

data collection, are inescapably situated and subjective, and cannot be determined 

(wholly) in advance of analysis. (134). 

Ethics 

Ethical approval for the study was obtained from the University of Sheffield’s Ethics 

Committee (Reference number 035876 – see appendix K). All participants signed a consent 

form before the interviews commenced, ensuring both their voluntary participation and 

understanding of the study’s aims and procedures, and their right to withdraw at any time. 

The confidentiality and anonymity of participants was maintained throughout the research 

process, in line with the University’s guidelines and the General Data Protection Regulation 

(GDPR), including the anonymising of specific material in transcripts that could identify a 

participant (for example, reference to a specific guideline or workplace).  

All data were stored on a secure University drive and managed in line with a Data 

Management Plan approved by the University ethics committee as part of the ethical 

submission. The Data Management Plan ensures that adequate care is taken with all data. It 

considers what data is collected, what documentation or meta data will be generated, 

ethical and legal compliance, storage, and back-up of data, keeping data, sharing data, and 

ensuring a named person is responsible for data management. Once transcribed and 

checked, original recordings were deleted so that only anonymised transcripts were 

retained.  

Conducting Interviews on Google Meet 

In accordance with the University of Sheffield’s regulations for conducting online interviews, 

all interviews were conducted via Google Meet with the audio on but with the camera 
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turned off. This platform was selected for its accessibility, ease of use, and compliance with 

data protection standards as recommended by the University. Participants were provided 

with detailed instructions on how to join the online interview, ensuring a smooth and 

efficient process. The process of conducting interviews without video made the interview 

process more challenging at times since the interviewer and participants were unable to 

respond to visual cues that are part of normal interaction. However, it is to be assumed that 

the decision was made to preserve anonymity and to make it broadly equivalent (in terms of 

record keeping) with a face-to-face interview, which would normally have an audio record 

only. 

Prior to the interviews, participants received an additional copy of the participant 

information sheet outlining the study’s aims, procedures, and ethical considerations and a 

copy of the topic guide so that they could think about their responses in advance of the 

meeting. They were also given the opportunity to ask any further questions and provide 

informed consent. The interviews were scheduled at mutually convenient times, and each 

session lasted between 45 and 60 minutes. 

Topic guide 

In a systematic methodological review, five key steps were identified to develop robust 

topic guides: (1) identifying the prerequisites for using semi-structured interviews; (2) 

retrieving and using previous knowledge; (3) formulating the preliminary semi-structured 

interview guide; (4) pilot testing the guide; and (5) presenting the complete semi-structured 

interview guide (164). 

Semi-structured interviews are appropriate for studying people’s perceptions or opinions 

(166), in situations where the researcher has some previous knowledge of the phenomenon 

(164) and therefore were considered an appropriate approach to data collection (step 1). 

The format allowed the researcher, and supervisory team to contextualise the findings of 

the previous studies in Chapters 2 and 3, and to apply their own experience and expertise in 

designing a prototype interview schedule that was intended to encourage interviewees to 

talk about their opinions, perceptions, and experiences of using QES in guidelines (step 2 

and 3). The prototype topic guide covered seven areas: 
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1. Participant background in qualitative research. This was felt to be important 

because participants who are more familiar with qualitative approaches to research 

may have different perspectives on its value than those who are more familiar with 

quantitative research. A key paper in the content analysis chapter (109) highlighted 

the importance of training to be able to understand and undertake QES. 

2. Participants experiences of hearing about the QES. An opportunity to discuss the 

presentation of the QES, both as a written evidence review, and as a presentation by 

technical staff to the committee, as well as asking further about the general reaction 

to the QES - how the participant reacted to it as an individual, or as part of a 

committee. 

3. The balance between qualitative and quantitative evidence. The purpose of this 

topic was to discuss the QES in the broader context of the evidence for an 

intervention/service as a whole. To discuss whether there was also quantitative or 

other evidence and to explore the roles played by the different kinds of evidence. 

4. The discussion of the evidence. To elicit participants views and opinions about how 

the committee discussed the evidence and how they managed the interface 

between qualitative and quantitative evidence, especially where there was 

inconsistency. 

5. Recommendation-making. Discussion about whether the committee made any 

recommendations on the basis of the evidence they considered. If so, was it the 

quantitative or qualitative evidence that drove the recommendation, and what was 

the value given to each type of evidence as part of the recommendation-making 

process. 

6. Possible improvements. Given the participants experiences as discussed above, did 

they have ideas or suggestions about improving the process of considering QES as 

part of the evidence base for guideline recommendations. What would have made 

their job as committee members or as technical staff easier? 
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7. Anything else? All participants were offered the opportunity to address any issues 

they had expected to come up during the interview, or that they felt were important 

but had not had the opportunity to introduce during the interview. 

The topic guide was populated with some prompts for interviewees and the interviewer and 

was piloted on the first three interviews to allow for any changes that might be needed to 

encourage the flow of the discussion and to ensure consistency across interviews. The aim 

was to allow for the exploration of individual experiences and insights and helping to 

maintain focus on the research objectives while providing the flexibility to probe deeper 

into relevant areas as they arise during the conversation (step 4) (167). Following piloting, 

the topics were not changed, but the prompts were updated to clarify the intent of the 

topics. 

The topic guide was circulated to participants in advance of the interview to give them an 

opportunity to reflect on the questions before the interview. Sharing interview questions in 

advance with participants in qualitative research interviews offers several advantages. It can 

enhance the quality and accuracy of responses, as participants have time to reflect on their 

experiences and provide more thoughtful answers (step 5). 

Data recording and transcription 

Interviews were recorded with the participants consent using Google Meet’s recording 

feature (which informs all participants when recording is in progress). The recordings were 

securely stored on a private, password-secured University of Sheffield drive in accordance 

with the University’s information governance requirements and the Data Management Plan 

and later transcribed verbatim for analysis. Transcription was conducted by the researcher, 

ensuring accuracy and familiarity with the data. The transcripts were anonymised to protect 

participants identities. Brief field notes were made by the interviewer as reminders to follow 

up interesting lines of conversation. These were treated as confidential waste and destroyed 

on completion of the interview.  
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Ensuring trustworthiness and rigour 

Trustworthiness and rigour in qualitative research are essential components in ensuring the 

credibility and reliability of the findings. Authors such as Lincoln and Guba have identified a 

number of key elements to consider (9): 

1. Trustworthiness: This concept is often broken down into four criteria: credibility, 

transferability, dependability, and confirmability. 

o Credibility: This refers to the confidence in the truth of the findings. 

Techniques to enhance credibility include prolonged engagement, persistent 

observation, triangulation, and member checking (9).  

o Transferability: This involves the extent to which the findings can be applied 

to other contexts. Providing thick descriptions of the research context and 

participants helps others determine the applicability of the findings to their 

own settings (168). 

o Dependability: This criterion involves ensuring that the research process is 

logical, traceable, and documented. An audit trail and peer debriefing are 

common methods to enhance dependability (169). 

o Confirmability: This ensures that the findings are shaped by the participants 

and not researcher bias. Reflexivity and external audits are techniques used 

to achieve confirmability (170). 

2. Rigour: Rigour in qualitative research refers to the strictness and precision with 

which the research is conducted. It involves maintaining a systematic approach to 

data collection, analysis, and interpretation. 

o Systematic Approach: Ensuring a systematic approach involves clear 

documentation of the research process, including data collection and analysis 

methods. This helps in maintaining consistency and transparency (171). 

o Triangulation: Using multiple data sources, methods, or investigators to 

cross-check data and interpretations enhances the rigour of the study. 
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o Reflexivity: Reflecting on one’s own biases and how they may affect the 

research process and findings is crucial for maintaining rigour. 

Conclusion 

This chapter sets out the methodological approach taken to the primary qualitative study 

whose results are described in the next chapter. It sets the framework within which the 

research was conducted and by doing so seeks to ensure that the results are trustworthy 

and rigorous, and that the data collection and analysis were done in a way that protected 

the anonymity and privacy of the people who were interviewed. The following chapter 

describes the results of the interview and analytic process.
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CHAPTER 5: RESULTS OF THE PRIMARY QUALITATIVE STUDY OF 

COMMITTEE MEMBER AND TECHNICAL STAFF VIEWS AND 

PERCEPTIONS ABOUT QES IN GUIDELINE DEVELOPMENT 

Introduction 

This chapter presents the results of the primary qualitative study described in the previous 

chapter. The purpose of the study was to better understand the views and perceptions of 

technical staff, committee experts and committee lay-members regarding how a QES 

contributes to committee discussions, and to the process of making recommendations. 

Participants 

A sample of 12 participants were recruited for the qualitative study. The participants were 

members of three NICE guideline committees who had considered qualitative evidence 

syntheses as part of their guideline development process, and NICE technical staff who had 

produced the syntheses and supported the committees in making recommendations.  

The committees were selected pragmatically and for maximum variation. NICE guidelines 

cover clinical medicine, public health, and social care. One recent committee for each of 

these three areas was selected from which to sample participants. It was anticipated that 

attitudes towards the use of qualitative evidence might vary by field, with public health and 

social care professionals being more familiar with qualitative evidence than clinical 

professionals.  

Within each committee, all members were eligible to take part. A short (<10-minute) 

presentation about the study was given by the researcher at the start of a target meeting, 

with the opportunity to ask questions. This was followed up by an email containing the 

information sheet and invitation to take part. Committee members who responded to the 

email were invited for interview. The intention was to purposively select participants to 

achieve diversity in committee role (Chair, member, lay-member) and profession (medical, 

non-medical, lay). However, a low volume of responders meant that all those who replied to 

the invitation were interviewed. Technical staff were recruited similarly via personal email 

invitation if they had participated in the qualitative synthesis presented to one of the three 
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selected committees. See Table 6 for brief details of interviewees. No interviewees refused 

to participate or dropped out following recruitment. 

Each participant attended a single interview lasting between 45 and 60 minutes. In an effort 

to minimise the impact on busy participants, follow up interviews and participant validation 

(by commenting on or checking transcripts) were not undertaken. 

Table 6 Overview of participant characteristics 

Committee Individual* Committee role Professional role 

Clinical CM011 Committee member Non-medical 

Clinical CM012 Chair Medical 

Clinical CM013 Lay-member Public 

Clinical  TS014 Technical (senior) NICE staff 

Pub Health CM021 Committee member Medical 

Pub Health CM022 Lay-member Public 

Pub Health TS023 Technical NICE staff 

Pub Health TS024 Technical  NICE staff 

Social care CM031 Committee member Non-medical 

Social care CM032 Committee member Medical 

Social care TS033 Technical NICE staff 

Social care TS034 Technical (senior) NICE staff 

 * The prefix CM denotes committee members; TS is technical staff. 

Themes 

Text from the interviews was analysed in-depth to identify recurring ideas or views amongst 

participants. Analysis of data from the interviews indicated a number of recurring themes. 

Three principal elements appeared to influence the way that QES are used/inform guideline 

development. Firstly, trust in the credibility and robustness of qualitative research and 

participant understanding of it. Secondly, the way that the findings of a QES are presented 

to a committee. Thirdly, perceptions regarding the value of QES during guideline 

development. A number of factors or sub-themes appeared to underpin each of these 

principal elements. Although the themes are presented separately, there is a fundamental 
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interplay between both the overarching themes and the sub-themes. This is particularly 

notable with respect to theme 1 (the credibility and robustness of qualitative research), 

where all of the sub-themes of theme 2 (presenting findings to the committee) and part of 

theme 3 (the value of qualitative findings for guideline development) can be traced back to 

the fundamental lack of familiarity and lack of confidence in qualitative research. A 

diagrammatic representation of the themes and sub-themes showing the structure of the 

analysis is presented in Figure 9.  

Figure 9 Themes and sub-themes 

 

Interlinkages between the themes will be explored in the next chapter. This is followed by 

an in-depth discussion of the themes and sub-themes. Throughout the text, inset italics are 

verbatim text extracts from participants. These are anonymised but the person’s role and 

the type of committee are indicated. The text extracts have been selected to provide 

example data. Selection of verbatim text extracts for each theme was based on ensuring 

representation of individuals in different roles, with attention paid during analysis to any 

differing views or perceptions. 
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Trusting the credibility and robustness of qualitative 

research 

Introduction to the Theme 

Both committee members and technical staff expressed concerns about the credibility and 

robustness of QES findings. In the data, trust and credibility seemed to be linked to a lack of 

familiarity with the qualitative paradigm (“Understanding the paradigm”), this in turn was 

linked to a sense of unease about the analyses in the QES (“Analytic uncertainty”) and 

meant that committee members felt that they would value clearer, more detailed reporting 

(“Transparency of reporting”). There were also attempts to apply positivistic notions of 

reliability such as sample size and representativeness (“Generalisability”). Each of these will 

now be explored in turn. 

Understanding the Paradigm 

In spite of the work that has been undertaken to develop methods for QES over the last 

decade (for example by the Cochrane Qualitative and Implementation Methods Group (138) 

and by the GRADE-CERQual working group (110)), committee members expressed 

uncertainty about the robustness of QES when used to underpin guideline production.  

The uncertainty seemed to be related to limited understanding of the methods and 

underpinning principles of qualitative research generally. Most participants extrapolated 

their understanding of quantitative research within a positivist paradigm to qualitative 

methods, and from that perspective found it lacking. 

I think, feel on confident ground when it comes to reviewing the evidence reports on 

the quantitative synthesis in that, you know, there's a nice forest plot there or there's 

that the…the numbers that are being presented are, uh, I guess, more objective in a 

sense. Whereas my experience of the way that our qualitative reviews tend to be 

presented is that within the kind of tabular data, we get a single quote, for example, 

that might illustrate a point. (Medical Chair, clinical committee) 

Similarly, technical staff were not always familiar with QES and needed additional support to 

undertake them. 
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I remember the very beginning. He [another member of technical staff] was quite a … 

he was kind of looking at it, like the clinical review question. I was trying to get him to 

look at it to be a bit more relaxed and not, you know, be so bound by the quality, 

clinical way of doing things. (Senior technical staff, social care committee) 

For at least two of the four technical staff, they had not carried out QES before. 

So, some theoretical knowledge from my own kind of research training, although not 

actively participated in qualitative synthesis, kind of done masters related modules and 

kind of connected in a little bit that way. (Technical staff, social care committee) 

 

Yeah, there was the first proper ones. I guess the first ones w[h]ere I was doing 

anything like thematic synthesis. So yeah, so I had to kind of like familiarise myself with 

the Joanna Briggs Institute and figure out the different kinds of synthesis methods. It 

was all it was all kind of from scratch. (Technical staff, public health committee) 

Overall, committee members tended to regard QES, either overtly or by implication, as a 

secondary or supplementary form of evidence. A member of NICE technical staff 

summarised this by reflecting that quantitative data were seen as providing the essential 

evidence, with the qualitative data being almost complementary. 

I feel like committees see the quant results as the real meat of the review, and 

qualitative as just adding the colour and adding “Oh, that's interesting. That's, you 

know, a nice, interesting extra detail, but we make our recommendations on the 

numbers because that is the proper science”. (Technical staff, public health 

committee) 

Some participants applied markers of methodological robustness from quantitative reviews 

with qualitative reviews. This was true of committee members but was also true of NICE 

staff who had undertaken QES for NICE.  

But again, then bias creeps in. They feel like more like you're cherry picking the 

interesting bits, but I think that might be a way to get the most relevant and 

appropriate data. (Technical staff, social care committee) 
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It is notable also that when participants spoke about specific QES that they had been 

presented with as part of NICE committees, they were typically ‘barriers and facilitators’ 

type reviews, which may have limited their understanding of the paradigm. One member of 

NICE technical staff acknowledged this as a possible mistake. 

We did what we shouldn't have done in terms of how you phrase the questions, I think 

we just kind of did a lot of barriers and facilitators. We were still learning a lot at the 

time. So, we just kind of jumped in with qualitative sounding questions, which would 

be something along the lines of You know, what are the barriers and facilitators to…. 

(Technical analyst, social care committee) 

A committee member (on a different committee) also commented on the inter-relatedness 

of barriers and facilitators in those kinds of QES. 

And then what are the barriers and facilitators, for [topic of the guideline]? So, we've 

got the sort of the mirror pair... (Medical committee member, public health 

committee) 

Participants had very mixed views on the content of QES, and of qualitative evidence 

generally, beyond the concerns about generalisability mentioned above. For example, one 

lay member from a science background talked about their familiarity with quantitative, but 

also how they could see the importance of qualitative evidence. 

Yeah, I really do think it's equally important to have qualitative as quantitative 

evidence with a NICE guideline, or that within guidelines. And you know, I say this is 

someone with a master's degree, my undergraduate project research within statistical 

physics. So, I have no vested interest, you know, academically, in qualitative, my 

backgrounds in quantitative, but from that, I know that there's so many limitations of 

just numbers, and it doesn't kind of give you the whole picture. I mean, if we're just 

numbers, we could do everything by computers, you know, we are humans, we need to 

think of things through different lenses. (Lay-member, clinical committee) 

On the other hand, one person (a medic from a public health committee) explained at 

length that they perceived qualitative research on patient perspectives to be a kind of 

‘idealism’ because it reflected a reality that was implausible for NHS services. The examples 
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used were weight management services or mental health services where service users 

might reflect in interviews that they did not want their weight or their mental health to be 

the focus of the appointment because it made them feel stigmatised. The interviewee 

pointed out that the purpose of the appointment was to discuss those issues and that 

reviewing evidence that was not compatible with support service configurations was 

unhelpful. 

Transparency of Reporting 

Participants agreed that in some ways, QES were much harder to make sense of as a reader 

than quantitative systematic reviews. They were opaquer and wordier, and lacked simple 

tables and figures that they associated with quantitative systematic reviews. 

They highlighted the importance of transparency in systematic reviews and in QES, noting 

that it is easier to trust a synthesis if the derivation of the content is clear and can be traced 

from themes back to individual studies, and they generally did not think this was possible 

from reading the QES reports that were sent out to them in advance of the meeting. This 

meant that the bulk of the explanatory work needed to be done during presentations of the 

evidence to the committee. This often led to complex and very detailed presentations of 

QES from technical staff. 

they were presented in a very detailed way, so that we really... understood what the 

what the particular project was about. (Lay-member, public health committee) 

or 

I mean, we do go through it in quite a detailed way. [Int: Sure.] But I think that's 

important to do, to do it in the way it's been done. I can't really think of how it might 

be presented any better. (Non-medical committee member, social care committee) 

Although participants recognised the complexity of the presentation, they felt that it was 

reassuring and helped them to understand the complexity of the synthesis (see also 

‘complex presentations’ below). 
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Analytic Uncertainty 

Participants reported that it was difficult to understand the analysis process in QES. It was 

often difficult to understand how the themes reported in the primary studies mapped onto 

the themes reported in the QES, and this was often not possible to track meaningfully 

through the QES reporting. Because of this perceived lack of transparency, they generally 

thought that more detail was necessary in a QES than in a quantitative systematic review. 

Their inability to get easily from QES themes to the themes in the original data meant that a 

step-by-step presentation would give them more confidence in the themes in the QES, as 

would more detail about the methods of synthesis used. In spite of wanting detail, some 

responders commented that the detail that was included in NICE QES was too fragmented, 

with the information spread across various tables and appendices. 

I think there's you know, there'll be a summary table, for example, of a description of, 

you know, that a study with focus groups and questionnaires in a certain set of 

[settings] in London boroughs. [Int: Yeah], but that's separate in a sense to the table 

that presents the findings, which is separate again to the table, to the diagram that 

might try and pull that together in terms of its… its synthesis. And so, it takes work to… 

to assimilate all of that information. And …and I guess one of the, and I think probably 

takes more work than it does for the way that the quantitative evidence is presented. 

So, I think that's probably one of the challenges. (Medical committee member, social 

care committee) 

Committee members noted that they could quickly match results from quantitative 

systematic reviews with the original papers (as long as they had access to the journal), but 

that this was much more difficult with qualitative papers, not least because they are often 

longer and lack tables and figures that make checking easy. 

…colleagues sat around the table will look at the study that's being presented and 

reappraise it for themselves. [Int: Yeah], in order to...to have great confidence and they 

can do that real time very quickly with the quantitative work. And I think it's nigh on 

impossible to do that real time and quickly with the qualitative work, because I need 

to… I need to read a 20-page paper. [Int: Yeah]. As opposed as opposed to skim read a 

six-page paper. (medical Chair, clinical committee) 
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This uncertainty seemed for some committee members to be further confounded by the 

sheer volume of themes that were included in some QES, especially during in-committee 

presentations. Technical staff agreed that the volume of material and papers that they had 

to synthesise could be prohibitive and they had experienced not only how this could 

overwhelm committees but were unsure what a solution could be. 

But whether we needed something that then rather than presenting all the same 

themes forever, you know, again, and again, and again, maybe we needed a higher-

level integration that was like, these are the themes that have come up for everybody. 

And then these are the separate themes. (Senior technical staff, clinical committee) 

Other participants agreed that the lack of specificity of some QES findings means that there 

was no meaningful framework on which to make recommendations, thus limiting the use of 

them in guideline development. The topics covered in QES they had seen tended to be quite 

broad brush in their approach rather than related to as specific intervention or service.  

Generalisability 

A common limitation mentioned was the lack of generalisability (transferability in 

qualitative terms) from the small number of participants. 

 And of course, the limitation of qualitative data is always, you know, how 

representative it is (Non-medical committee member, clinical committee) 

The committee member comments in this area reflect broadly voiced concerns about the 

ability to extrapolate from primary qualitative research to broader populations given how 

embedded in context qualitative data are.  They also reported concerns about issues like 

applicability to the UK. 

Some members of the committee would similarly feel slightly uncertain as to how 

widely applicable the findings might be or the area that we're discussing might be. You 

know, how can we extrapolate from a, you know, it's relatively small and it comes 

down to numbers again, is a relatively small population of the, you know, a series of 

focus group interviews or a series of semi-structured interviews in one population, in 

one [site] to extrapolate that out … And therefore, if we take that at face value, then, 
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yes, we could make a recommendation based on that. But digging below that level, 

actually, how widely applicable is [it]? (Medical Chair, clinical committee) 

 

Participants used this concern to justify a position that qualitative data should primarily be 

used alongside quantitative data and should be moderated by the opinion of the experts on 

the committee, which led several participants to propose that the results of a QES should 

only inform recommendations if the committee agreed that the findings were ‘correct’ (i.e., 

that the findings matched their personal experience). In general, it was felt that QES might 

only be useful as supporting evidence, and that committee consensus was needed to gauge 

the credibility of QES findings. 

And of course, the limitation of qualitative data is always, you know, how 

representative it is. So, I think what's important is that it's a combination of 

quantitative, qualitative and expert opinion from the committee in this particular 

context that I think is most valuable (Non-medical committee member, clinical 

committee) 

This also seems to relate to participants not having a strong grounding in qualitative 

paradigms, and therefore applying their understanding of statistical generalisability without 

realising that while sample size is crucial for statistical generalisability in quantitative 

research, qualitative research prioritises depth, context, and the richness of data, making 

the concept of generalisability more about the applicability of findings to similar contexts 

rather than broad populations. 

Presenting the findings to committees 

Introduction to the Theme 

A series of sub-themes relate to the ways in which committees are presented with the 

findings of the QES during meetings. In large part the issues highlighted seem to relate to 

two factors, firstly (as discussed above) the analytic uncertainty and unfamiliarity with the 

qualitative paradigm mean that the participants felt as if they needed further detail, which 

led to a high volume of material being presented in long and complex presentations, and 
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secondly the fairly broad approach often taken to QES at NICE. This led the participants to 

highlight that trust in the technical team was more important. 

A smaller, but significant theme related to the ways committees had discussed qualitative 

evidence related to the order in which it was presented to the committee. 

Volume of Material 

Participants from both committee members and technical staff wrestled with ideas that 

related to the size of syntheses and the volume of themes. The analytic uncertainty and 

inability to easily track themes back to primary studies (discussed above) meant that 

committee members needed to hear a much greater level of detail to be confident in the 

synthesis. 

Technical staff also recognised this and reported that it was difficult to summarise large QES 

(in terms of volume of themes and quotes) into manageable slide decks and presentations 

that gave the committee the right level of detail without overwhelming them with 

information.  

it's very easy to just present a forest plot and go look at the plot. And everyone's used 

to looking at graphs of some kind, and it's all fairly, fairly straightforward to get them 

to interpret. But yeah, I've kind of had to hone the presenting for qualitative a bit. 

Because I know they just tuned out the first time I did it with [topic]. I had a lot of 

interesting stuff - It was a big review. And yeah, it was it was the last thing on the 

probably a Friday. It's one of those ones where everyone just kind of just wanted to 

give up and go home and I'm just like, like, I'm just, you know, that really annoying 

teacher who's still talking… And so yeah, I know they didn't engage very much with 

that at all (Technical staff, public health committee) 

and a senior technical staff member noted that it had been an issue with a junior member of 

technical staff. 

I had to try and stop him from just putting them [themes and quotes] up and reading 

them word for word or, you know, just like try and summarise them a little bit, and 

then let them [the committee] read them. Because he did just want to read them 

straight out…it was just boring as hell. (Senior technical staff, social care committee) 
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Technical staff also noted that they needed to be very familiar with the content of 

qualitative papers to be able to respond to committee questions. Quantitative content can 

usually easily be summarised but the contextual information about qualitative studies 

cannot. 

Yeah, it's I think it involves quite a lot of background knowledge to be able to answer 

questions on it. Whereas quantitative I feel like everything you need is usually on the 

slide. (Technical staff, public health committee) 

Trust in Technical Team 

The uncertainty that interviewees talked about with regards to the transparency of QES led 

several of them to discuss the impact of this on the technical team producing the reviews. 

They noted that because it was not so easy to check, they needed to trust the technical 

team more, and because of this the technical team needed to be better at presenting 

qualitative evidence to committees in a way that reassured them that it was robust.  

the committee, I think, has to put their trust in the technical teams, possibly even more 

than they need to with the quantitative work. (Medical committee Chair, clinical 

committee) 

Though some participants said that they did trust the work of the technical staff. 

Yeah, I've always found the technical analyst, really, really good, really clear. And 

particularly when they do the summary slides. And it's really helpful to see how the 

different the different studies relate to one another. (Lay-member, clinical committee) 

It seems from comments like this that participants were reflecting the uncertainty they felt 

about QES methods. Concerns are rarely raised about processes and methods for 

quantitative techniques such as meta-analysis or pairwise meta-analysis, and data 

presented by technical staff were largely accepted, even though some, or perhaps even 

many, committee members are as likely to be unfamiliar with the specific methods used to 

generate the statistics as they are with qualitative synthesis methods. 

In addition to concerns that related to the content of QES, participants raised concerns 

about the ‘black boxes’ in the process of producing a QES, and about how much of that 
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needed to be based in trust in the skills of the technical team because of the volume of data 

and tacit knowledge they had of the included papers (see also ‘analytic uncertainty’ and 

‘volume of material’ sub-themes). 

Order of Information 

One member of technical staff talked about the nuance of whether to present quantitative 

evidence first and then support and expand with qualitative evidence, or vice versa and 

whether this had an impact on the way that committees hear and use data. They reported 

one occasion when they had presented the qualitative evidence first. 

… we led with the qualitative and made the thrust of the point that we were making, 

about what the barriers were, and what the problems were, and then treated the 

quantitative, as here are some attempts to address these barriers. Here's how they fit 

into what barriers they're trying to address. And here's what level of success they've 

had with that. And I think that changed the way committee sort of viewed it, because I 

got them thinking about the barriers first, and think and seeing the quantitative in 

terms of the qualitative rather than the other way around. (Technical staff, public 

health committee) 

This participant perceived that this ordering had made the committee think differently 

about the qualitative data.  

Although no committee members directly picked up on this point, there are many instances 

where participants imply this is the case, for example they talk about qualitative data being 

used to ‘back up’ quantitative data, or being used to ‘fill the gaps’ in the quantitative review 

(see the next section for further discussion of the relative status of qualitative and 

quantitative evidence). 

Another member of technical staff described an instance when a clinical guideline 

committee had presented the qualitative data first and where, in the end, the committee 

made recommendations based on qualitative data outlining barriers and facilitators to the 

uptake of the intervention under scrutiny. However, it was also noted that the presentation 

of the qualitative data had been a challenge, and the committee did not have a framework 
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to build the recommendations around because they lacked the detail of effective 

interventions from the quantitative data. 

Yeah, we did make quite a lot of recs, based around the qualitative work. So, what we 

ended up doing was we did the barriers and facilitators and effective interventions for 

[topic]. We …, presented them to the committee made, we didn't really, we didn't 

actually make any recs at that point. Because the committee, we didn't have anything, 

you know, we didn’t have a framework to put them in. (Senior technical staff, clinical 

committee) 

They had resolved the presentational issue with a mixed-methods approach to generate a 

kind of evidence matrix. 

And then what we did was every time we had say a review on [topic]. We went 

through all the quantitative data. And then we pulled out all the qualitative themes 

from the different age groups that related to [topic] and brought them into the into 

that review …. And then we did a diagram, … where the evidence matched the key 

themes from the quant and the qual, … And we tried to bring them together. And then 

at that point, they made the recs based on the quantitative and also then took the 

qualitative into account. (Senior technical staff, clinical committee) 

It is notable in this description that the final statement refers to the primacy of the 

quantitative data, even though the participant response was framed initially around making 

recommendations based on QES (see also the section on credibility above and on value 

below). 

Value of qualitative findings for guideline development 

Introduction to the Theme 

A final series of sub-themes relate to the value of qualitative evidence for informing 

committees’ deliberations and recommendation-making. Participants almost universally 

agreed that QES were useful in improving representation, and that they could do this in two 

ways, firstly by focussing on the patient or service user voice, and secondly by giving some 

insight into the experiences of different groups (for example, people from different ethnic 
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or faith backgrounds, or people with disabilities) in a way that could make guideline 

recommendations more applicable to those groups. 

Other than this, participants seemed only to have a vague idea of the value of qualitative 

evidence, but in general were very unclear what that value is in terms of making 

recommendations. 

Status of Qualitative vs. Quantitative Research 

It was notable that no participants recognised that there might be occasions where the 

qualitative evidence might be more pivotal to decision making than the quantitative 

evidence, even though in many cases they framed themselves as supportive of, or at least 

open-minded about qualitative evidence. 

No, I think even what I would describe as the hard-core quantitative people [laughs] 

have, have found the qualitative evidence important as well. Yeah, I don't think I don't 

think there's been anybody that sort of just poo-poo'd it at all. It’s all been... you 

know… I mean, that's... I mean, outside the committee I've certainly had those 

conversations with other people. But I haven't felt that at all because I felt that the 

committee can really kind of relate to what's coming out in the qualitative evidence. 

(Non-medical committee member, clinical committee) 

However, this same committee member goes on later in the interview to express surprise 

that NICE consider it sufficient for recommendation-making. The participant reflects that it 

might be seen as important if it is “all you’ve got”. Views seemed particularly strong from 

the clinical committee. 

I was quite surprised by how much, there..., how much store is put by it. Given that 

you're making recommendations. But, you know, in the absence of anything else, then 

it... it is obviously it's it becomes very important if that's all you've got for a particular 

area. (Non-medical committee member, clinical committee) 

Such views were not uncommon, even if sometimes they were conveyed subtly, for example 

implying that the core part of a guideline recommendation would only be built on 

quantitative data with qualitative data adding nuance and detail. 



QES in Guidelines 

139 | P a g e  
 

a feel for a lot of the recommendations of kind of, like the quantitative data was the 

[clothes] hanger and the qualitative data was the clothing draping over the hanger. 

(Senior technical staff, clinical committee) 

but even on committees where one might expect the committee membership to be familiar 

with qualitative data there was still a feeling that the qualitative data might have been 

useful only because there were little or no quantitative data. 

There's a kind of a feeling that one of the reasons that qualitative evidence was useful, 

was because there was so little quantitative evidence. And I guess that the sequela of 

that, does that mean that if there were a lot more quantitative evidence, then the 

qualitative evidence would have been less or not useful? (Technical staff, social care 

committee) 

Around half of the participants did not conceptualise the possibility that evidence from a 

QES could be ‘stand-alone’ evidence and only ever referred to it as part of a mixed methods 

‘package’ of qualitative and quantitative studies. This could partly be because their only 

exposure to QES had been as part of mixed-methods, or parallel qualitative and quantitative 

syntheses, because at the time of the interviews NICE was exploring mixed-methods 

synthesis in public health and social care. 

Participants were of the view that generally, qualitative evidence alone would not normally 

be sufficient to make guideline recommendations: 

So, I think making recommendations in isolation is rare. So, in a sense, I can't recall us 

being in a situation where we are using just one type of evidence review to make 

recommendations. (Medical committee Chair, clinical committee)  

Although this could be read as an implicit acceptance that qualitative evidence is valuable, 

in the majority of cases NICE recommendations are based on quantitative evidence alone, 

so this is unlikely to mean that recommendations would not be made on quantitative 

evidence alone. 

Even though some participants believed those data could be useful for recommendation-

making, it was mostly framed in terms of using the QES themes to support consensus 
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recommendations rather than the qualitative themes being the source or justification for 

the recommendation. 

…rather than making a recommendation that came straight out of the qualitative 

evidence, they… they did use it to bolster what they believe to be true anyway and 

make a recommendation based on that. (Senior technical staff, social care committee) 

However, the sense was also expressed that the best recommendations grew from a 

combination of different kinds of evidence and from committee expertise and experience. 

So, I think what's important is that it's a combination of quantitative, qualitative and 

expert opinion from the committee in this particular context that I think is most 

valuable… (non-medical committee member, clinical committee) 

The (mostly) tacit creation of a hierarchy of evidence by committee members was an area 

where, for several of them, the narrative of their interview broke down to some extent. 

Participants who claimed to value qualitative evidence were often valuing qualitative data 

only insofar as it supported their clinical expertise and experience. It was clear they would 

only make recommendations based on QES that matched their beliefs, whereas they were 

more likely to accept the quantitative data regardless of their previous experiences or 

beliefs in the area. This was not unnoticed by NICE technical staff (see quote from ‘Senior 

technical staff, social care committee’ above).  

In contrast to this, technical staff agreed that having qualitative evidence that reflected 

committee consensus was helpful because the qualitative evidence could be used to add 

strength to what would otherwise be a weak consensus recommendation and could help 

with getting the recommendation approved by the guidelines quality assurance (QA) 

process. 

I think it [QES] is adding, because I think the difficulty we've had in the past is like, you 

can't make recommendations on something you haven't found evidence on. So, I think 

now that we have, like, …it's not really showing us anything new or groundbreaking. 

But it’s given us the opportunity to say this is a problem. It's been identified, and we're 

making recommendations. So, I'm hoping when we do get to the QA stage, there's less 
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of that fight for that recommendation stay in. Whereas I feel like in the past, we really 

had to kind of fight our corner. (Senior technical staff, social care committee)  

Lived Experience and Broader Perspectives 

Committee members and technical staff agreed that one of the main difficulties of writing 

guidelines lay in trying to understand the impact of potential recommendations on people 

from diverse groups, especially those where there are likely to be more barriers to care. 

They noted the potential of QES to begin to redress this balance because qualitative 

research often focuses on harder-to-reach people and uses sampling techniques designed to 

capture the widest range of voices possible. Often knowledge of these diverse groups was 

within the committee’s experience, but they agreed that having it reflected in a QES gave 

weight to their clinical experience. This quote conveys a sense of things being different in 

different groups, and the value of the QES is that, rather than just ‘state’ something, they 

can cite evidence to support it.  

I think with quantitative evidence, … it's very rarely that the equalities … groups are … 

covered. But there is a small possibility that they are covered in the qualitative 

evidence.... not that we found anything groundbreaking again for like, for example, 

BME [Black and minority ethnic] groups, but you know, there was a bit where … one of 

the papers, you know, said [that] different ethnicities, you know, consider weight 

differently. So culturally some, some cultures like people to be on the bigger end of the 

scale. So, like things like that. And again, it's a given, but it's nice to have it written 

down and like documented somewhere that we did find this and it was taken into 

consideration. (Technical staff, public health committee) 

Conversely, it was noted that this same variation could make it harder to understand how 

the evidence might relate to a general UK population, especially if the study were not a UK 

study. 

…they might do a study in a sort of a poorer ethnic area, but the ethnicities they'd be 

interested in aren't necessarily the same as ours, and their societies not identical to 

ours. So, you do have a bit of is would this work here is, you know, it seems to work in 

general, but would that work with our populations? And that so that was a little hard 
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to generalise when they didn't do it with the general population? (Medical committee 

member, public health committee) 

This concern about generalisability brings the analytic narrative full circle, to questions 

about the validity of QES based on its lack of generalisability, a concern that is not specific to 

NICE committee members, but also a discussion that has been taking place within 

qualitative research communities. 

Several participants across all three committees took the view that in many cases the 

findings of QES reflected their lived experience as clinicians and healthcare practitioners, 

but this was formulated either positively (because it supported the validity of their personal 

experience), or negatively because it was perceived to be ‘stating the obvious’ (see below). 

One interviewee (non-medical committee member, clinical committee) noted how the 

evidence ‘resonated’ with them, and could see it also resonated with other people on the 

committee. A member of the technical staff observed that this could be quite empowering 

for the committee. 

And it kind of gave them the reassurance that we … you know, this isn't just us it's… 

it's… it's in the data as well that this is a this is a massive issue. So, I think that really 

helped them. (Technical staff, public health committee) 

But for some committee members this felt as though the QES was just repeating the 

obvious and telling them what they already knew. 

Yeah, the trouble is, it often ended up being a theme, which was perhaps kind of 

understood anyway, in terms of like, you know, say, [the service user group] will be 

saying something like, we just want real relationships. We just want we don't want to 

feel like you're here because it's a job. (Medical committee member, social care 

committee) 

Lay-member Contributions 

Non-lay-member participants took the view that the themes identified in QES could serve as 

a way for committee lay-members to validate their own lived experience. 
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And certainly, people who we've had on [committees] have undoubtedly felt reinforced 

in some of their views and their experiences by hearing, that sort of thing come from 

other people. (Medical committee member, public health committee) 

and believed that sense of validation could give them the confidence to speak confidently to 

the committee about their views. 

We had a qualitative review on [topic]. And that was definitely where they [lay-

members] came into their own for that particular meeting. I remember, all there were 

really contributing for that meeting…And yeah, they were they were really vocal at 

that meeting. I think that maybe the Chair was saying “no, this is this is your 

opportunity to contribute...”. So, they all did step up and they all contributed. 

(Technical staff, social care committee) 

One Chair even suggested that if the correct lay-members were on the committee then QES 

was pointless because the lived experience of the (usually two) lay-members was sufficient 

to bring a qualitative perspective to the committee meetings. 

people have the lived experience of what they're… what you're talking about. And 

you'd be pretty well…, well you'd be wrong, but also, you'd be pretty stupid not to 

listen to what they have to say, because that's very valuable. Whether the qualitative 

research synthesis goes above what those lived experience people will tell you anyway, 

I'm not convinced, personally. (Medical Chair, clinical committee) 

NICE committees most commonly contain two lay members who come from a background 

of lived experience, either because they live with a disease or condition, or because they are 

affected by it, for example they may be a carer or parent to someone with the condition. 

The unexamined assumption in the quote above that the lived experience of two people is 

as informative as synthesised data from a (relatively) much larger and diverse sample, 

across multiple studies and settings. This reflects a sense throughout this project that 

participants broadly equate QES and their own lived or clinical experience in terms of their 

status and value as evidence. 

Sometimes the engagement of lay-members with the qualitative evidence was framed by 

committee members in a way that could be interpreted as saying that lay-members engaged 
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better with qualitative evidence because they did not understand or relate to quantitative 

evidence. 

I think the qualitative evidence, my… my view from my committee, the qualitative 

evidence gave the lay members of voice because so far, we've looked at very much 

technical pieces of information where they can’t really chip in there, you know… 

(Medical committee member, social care committee) 

Or 

My guess is possibly the lay members would gravitate more towards the qualitative 

because they lived experience and we're here at lived experience. And my hunch is that 

the kind of scientists and medics might pay more attention to the quantitative, but I 

can't really think of an example. (Lay-member, clinical committee) 

Some lay members also seemed to imply that the QES offered them more opportunity to 

understand and respond to the evidence than the quantitative data, and importantly that it 

gave them insight into other people’s lived experiences to consider alongside their own. 

I guess one of the things I tried to see as a lay member is not just think about my own 

experiences but try to think of others. But again, it gives me a lot more to think about 

when it's taught me about other people's experiences, whether they resonate with me 

or not, compared to just more numerical values. (Lay-member, clinical committee) 

Conclusions 

Having summarised the findings that emerged from the qualitative study, the next chapter 

digs more deeply into them, particularly looking at the interlinkages between them and 

their fit with existing literature about QES and guideline production, as well as with the 

findings from the earlier systematic review of the literature (Chapter 2) and content analysis 

(Chapter 3). 
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CHAPTER 6: DISCUSSION OF FINDINGS 

Introduction 

This chapter will provide further analysis and interpretation of the data and themes in the 

previous chapter and explore them in greater depth. 

The chapter will then seek to build on that work to generate new understandings based on 

the three studies undertaken for this thesis. Specifically, this chapter will explore how the 

findings from the systematic review (Chapter 2) and the content analysis of NICE QES 

(Chapter 3) informed the design, interpretation, and contextualisation of the qualitative 

study (Chapter 4 & 5). This integration provides a richer understanding of the challenges and 

opportunities in using QES in guideline development. 

The interdependency of the themes and sub-themes 

The previous chapter developed a framework of three key themes, each with several sub-

themes that was used as the structure for the presentation of the data from the primary 

qualitative study (Figure 10). However, reading the description of the themes will have 

made clear that although the structure has been presented in discrete sections, the 

interlinks and dependencies between each of the themes and sub-themes is much more 

complex. 
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Figure 10: Structure of presentation of themes

 

Figure 11 uses orange arrows superimposed on the thematic structure to demonstrate the 

key interdependencies between the sub-themes. This, of course, implies a high-level 

interdependency between the three overall themes (not shown with arrows for the sake of 

graphic simplicity). 

The act of ‘zooming out’ seems to reveal that the key driver underlying many of the issues 

and sub-themes found by the analysis is the theme of ‘trusting the credibility and 

robustness of qualitative research’, and specifically in terms of the sub-theme about 

‘understanding the qualitative paradigm’. It seems reasonable to hypothesise that not 

understanding the qualitative paradigm could easily lead to ‘analytic uncertainty’ and 

concerns about ‘generalisability’. These in turn would require more ‘trust in the technical 

team’, who might need to produce a larger ‘volume of material’ in an effort to produce 

transparent reporting to try to defuse the analytic uncertainty expressed by the committee 

members (and technical staff). 
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Figure 11: Key links between sub-themes

 

Interestingly, and a plausible mechanism of some of the interdependencies, is that broadly 

speaking, committee members seemed to be mostly unaware that they had limited 

understanding of the qualitative paradigm generally. This was not the case for technical 

staff, who commonly reported having no background and limited (or inadequate?) training 

in qualitative synthesis. It is also notable that very few NICE technical staff have any 

qualitative research experience, and it seems likely that experience in conducting qualitative 

research would be a useful skill for those planning to undertake qualitative evidence 

synthesis.  

Central themes and their challenges 

Trust and Transparency 

Although they are themes in their own right, trust in the technical team and the 

transparency and robustness of the QES process are recurring issues that also seemed to 

underpin most themes in the analysis, and furthermore reflect issues raised by 

methodologists in the section on methods of synthesis in Chapter 2 about the need for 

transparency and to be able to see how themes were derived (77, 172, 173). The need for 

detailed, transparent reporting and the reliance on the technical team's expertise 

underscore the broader issue of trust in, and analytical uncertainty around, the qualitative 

evidence synthesis process discussed above. This trust is crucial for the committee to have 
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the confidence to produce recommendations, highlighting the importance of clear 

communication and robust methodological practices (137). 

Committee members expressed concerns about the opacity of QES reports, which were 

often seen as more complex and less accessible than quantitative systematic reviews. This 

lack of transparency can undermine confidence in the findings and the recommendations 

based on them. Therefore, improving the clarity and traceability of QES reports is essential 

for building trust among committee members. There are challenges inherent in this:  

1. QES are usually more ‘wordy’ than systematic reviews. Even with good use of visual 

tools (174), the use of quotes and of narrative sections in (for example) CERQual 

tables. 

2. QES are often written by analysts whose skill is in quantitative systematic reviewing, 

and they may not be skilled in distilling qualitative information into succinct reports. 

3. Committees’ unfamiliarity with QES means that a more complete write-up may be 

required that includes greater detail than would normally be the case, despite 

knowing that committees are concerned about the complexity of the work and the 

volume of information. 

These concerns echo the findings from Chapter 3, which showed that many NICE QES lacked 

detailed methodological reporting, particularly in areas such as synthesis methodology and 

theme derivation. This lack of transparency likely contributes to the analytic uncertainty and 

mistrust expressed by participants in Chapter 5. Furthermore, Chapter 2 highlighted the 

importance of reflexivity and transparent synthesis processes—principles that were often 

not evident in the NICE QES reviewed in Chapter 3, and which may partially explain the 

discomfort and scepticism voiced by committee members 

Challenges of Presenting Large Volumes of Complex Data 

Managing the complexity and volume of material in QES has been an issue not only for NICE, 

but also for other guideline producers such as WHO. Methods have been proposed to 

manage large numbers of inclusions in robust ways, and these could be easily adopted by 

NICE. See, for example, the chapter on selecting studies and sampling in the forthcoming 

Cochrane-Campbell Handbook for Qualitative Evidence Synthesis (175) and Ames et al’s 
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(133) method for purposive sampling of potential includes for QES, where they sampled 

from their potential includes using a framework that prioritised studies undertaken in low- 

and middle-income countries, studies that scored highly for data richness, and studies that 

closely matched the objectives of their QES (a tool to assess data richness and thickness 

specifically in the context of QES has been developed (85)). Adoption of an approach like 

this might have prevented some QES of over 50 papers that were documented in the 

content analysis (Chapter 3) – although the content analysis also calculates a mode of four 

includes in NICE QES sampled there. The possibility of having concise or succinct themes 

that the committee see as relevant to the recommendations that they are discussing is 

further diminished by the inexperience of NICE staff in undertaking QES, with a tendency to 

use a vague or overly inclusive research question, which often leads to a vague ‘answer’ in 

the form of a large number of themes, many of which are not obviously relevant to the 

review question or decision problem. This issue was anticipated in the methodological 

literature reviewed in Chapter 2, which emphasised the need for focused review questions 

and purposive sampling to manage data volume. The content analysis in Chapter 3 

confirmed that many NICE QES used broad or generic questions (e.g., barriers and 

facilitators), which may have contributed to the thematic overload described by participants 

in Chapter 5. Thus, the design and scope of QES (Study 2) directly shaped the experiences 

and perceptions of committee members (Study 3). 

The difficulties in presenting and interpreting large volumes of complex qualitative data 

highlight a broader challenge in evidence communication (176). Effective presentation 

techniques and innovative methods for synthesising and displaying qualitative data might 

make it accessible and actionable for committee members. 

Additionally, mixed-methods approaches to integrating qualitative and quantitative data in 

a coherent framework can provide a comprehensive view of the evidence (177) as well as 

formalising a more equitable weighting of the qualitative data in relation to the quantitative 

data. They can also provide a comparatively simple way to fit those data together in a way 

that can inform overall recommendation-making – a single way with which committees can 

then all become familiar (despite any limitations it might have), thus addressing many of the 

core themes identified in Chapter 5, such as analytic uncertainty, volumes of data etc. 
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The evidence from Chapter 2 showed that the ENTREQ reporting standard is commonly 

cited as the preferred standard for QES in guideline manuals and related papers although 

many QES use an adapted version of the PRISMA guideline or an adapted Cochrane review 

template. The Cochrane Effective Practice and Organisation of Care (EPOC) group published 

a template for Cochrane QES which is still available via an archive site even though Cochrane 

EPOC no longer exists3. This is also now available as a template in the RevMan software 

(178). The content analyses (Chapter 3) considered how well the NICE QES sampled match 

the ENTREQ reporting criteria, and it seems obvious that adherence to well established, 

robust reporting criteria will make a QES readable and transparent and ensure that the key 

information is included. Figure 5: Number of QES meeting each ENTREQ reporting criterion 

(in Chapter 3) demonstrates that there is good consistency within the ENTREQ criteria as to 

whether it is done well or poorly in NICE QES, with most criteria either reported by almost 

all, or alternatively by around half of the QES sampled. It was noted that the criteria in the 

framework where the level of QES reporting is very high are those criteria that duplicate 

steps in quantitative systematic reviews and are therefore familiar to staff who are 

predominantly quantitative systematic reviewers, as is the case with NICE technical staff. 

The ENTREQ tool itself is commonly cited as the key reporting standard for QES (Chapter 2) 

alongside the Cochrane review format and bespoke variations of the PRISMA standards for 

quantitative systematic reviews. A team from the universities of Stirling, Bangor and 

Sheffield are currently developing a PRISMA reporting guideline for QES that is due for 

completion in 2027 (67). They note that the ENTREQ criteria, published in 2012 pre-date 

many important changes in QES methodology, including the creation of GRADE-CERQual, 

furthermore, the development process for ENTREQ would not be considered robust by 

current standards. Other, recent reporting standards such as eMERGe are specific to 

particular forms of synthesis. 

Status of Qualitative vs. Quantitative Research 

Overall, guideline committee members and NICE technical staff tended to be critical of QES, 

either overtly or by implication. It was seen as inferior to quantitative evidence for being the 

basis of guideline recommendations, and by implication was often considered to be on a 

footing with, or even less robust than, committee consensus and the lived experience of lay 

 
3 https://zenodo.org/records/10050961, accessed 23/01/2025 

https://zenodo.org/records/10050961
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members. This view matches neatly with the historical hierarchies of evidence that have 

been expounded in evidence-based healthcare (EBHC) for many years and can be found in 

almost any medical, nursing or allied professional textbook that discusses EBHC or its 

predecessor evidence-based medicine (EBM) – see Chapter 1 for a brief overview of EBHC. 

Figure 12 shows an example from a nursing textbook which places ‘systematic reviews of 

qualitative studies’ and qualitative studies just above expert opinion (179).  

 

 

Figure 12: Hierarchy of evidence

LoBiondo-Wood G, Haber J. Nursing research: Methods and critical appraisal for evidence-based practice. St. Louis: 

Mosby Elsevier; 2014. 

This perception aligns with the findings from Chapter 3, where QES were often used to 

address narrow or supplementary questions, reinforcing their secondary status. Chapter 2, 

however, presented a broader vision for QES, including their potential to inform scope, 
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identify values, and shape recommendations. The disconnect between this potential and 

actual practice may help to explain the ambivalence and undervaluing of QES observed in 

Chapter 5. 

Interplay between quantitative and qualitative evidence 

The integration of qualitative and quantitative evidence in guideline development is a 

complex process that requires careful consideration of the strengths and limitations of each 

type of evidence. In terms of its health and social care guidance, NICE (and most guideline 

developing organisations) have a very firm focus on ‘what works?’ in terms of the efficacy 

and effectiveness of drugs, surgery, or any other kind of intervention. In that context, it is 

easy to argue that historical hierarchies of evidence hold true, and that the best way to 

answer those questions is through a meta-analysis of randomised controlled trials. 

However, guideline recommendations are usually based on more than the effectiveness 

evidence alone. In a changing NHS (in the UK) context that has greater focus on shared 

decision making, patient preference and personalised care, the most efficacious 

intervention (in a clinical sense) is not necessarily the ‘right’ intervention for a particular 

patient. Currently, that contextualisation of the effectiveness evidence is primarily done by 

committee consensus. In many cases that might be entirely appropriate, and the resource 

implications of conducting QES alongside most or all effectiveness questions would be 

prohibitive, but equally, it seems remiss to undertake a 2 year guideline development 

process looking at (for example) diabetes care for people with type 2 diabetes, without 

starting that process by trying to ascertain how and why people with type 2 diabetes decide 

to engage (or not) with that care. Chapter 2 advocated for the use of QES to inform not just 

implementation but also the framing of review questions and the interpretation of 

effectiveness evidence. However, Chapter 3 showed that NICE rarely uses QES in this way, 

and Chapter 5 revealed that committee members often default to consensus or personal 

experience in the absence of clear qualitative evidence. This suggests a missed opportunity 

for QES to play a more central role in shaping guideline development. 

A deeper analysis reveals a more nuanced interplay between qualitative and quantitative 

evidence. Qualitative evidence provides context and depth to quantitative findings, offering 

insights into the experiences and perspectives of individuals that numbers alone cannot 
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capture (180). This complementary relationship suggests that both types of evidence are 

essential for comprehensive guideline development. While the participants recognised this 

verbally, further enquiry often revealed this view was not deeply held and carried a sense of 

“talking the talk”, in the sense of saying what they thought they should say, rather than 

what they actually believed, supporting the view that the challenge lies in ensuring that 

qualitative evidence is not merely seen as supplementary but as an integral part of the 

evidence base that seeks to address different questions (181). 

The discussions about the credibility of QES focussed on the perceived limitations of 

qualitative research methodologies, their perceived inferiority to quantitative methods for 

providing useful evidence for recommendation-making, and about the perceived difficulties 

involved in understanding and unpicking that evidence. Committee members and lay-

members also commonly talked about how the QES often matched their lived experience of 

working in, or of using, a service. This served both to reassure them that the QES reflected 

‘real-life’ (and thus had value) but also made them question whether this was because the 

findings were so obvious that the QES was pointless. 

In spite of its perceived limitations, participants were supportive of the use of QES during 

guideline development, primarily because it gave them a broader perspective on the 

evidence and could give useful evidence in areas where quantitative evidence would be less 

useful or was less plentiful. They were particularly convinced by the value of QES, both as a 

means to increase the involvement of lay members in the committee, and also as a means 

of shedding light on inequalities that might not be uncovered by the quantitative reviews.  

Implicit biases and hierarchies 

There seem to be implicit biases and hierarchies in how different types of evidence are 

valued by participants. Despite them stating support for qualitative evidence, they often 

portray it as secondary to quantitative data. As noted in the previous chapter, there was in 

some cases quite a dissonance between the ways that they consciously formulated their 

opinions about QES, and the contradictory unspoken assumptions that underpinned other 

comments, such as the clinical committee member previously discussed who spoke about 

the importance of qualitative evidence, but then later reflected that it might be seen as 

important if it’s “all you’ve got” (Chapter 5 – status of qualitative vs. quantitative evidence). 
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This bias can influence decision making processes and the development of guidelines, 

suggesting a need for cultural change within committees to truly value and integrate diverse 

types of evidence (182). 

The other, unexpected, implicit bias was found in the committees’ comments and thoughts 

about the impact of the order of presentation of evidence for review questions where there 

was both quantitative data and a QES, or where there was an attempt to undertake formal 

mixed-methods integration between the quantitative and qualitative reviews. In spite of 

speculation about the importance of the order in which information was given, it was 

almost always formulated by committee members that the framework of a 

recommendation, and its raison d'être, was drawn from the quantitative evidence, and the 

qualitative evidence was used to flesh out or nuance the recommendation. Making 

recommendations only based on qualitative evidence was rare at best. No interviewees 

noted making any recommendations that were primarily based on qualitative evidence. This 

might in part be because the driver of review questions is the effectiveness element (as 

discussed above) but could also be due to the ways that NICE use or choose to undertake 

QES. The content analysis study presented in Chapter 3 notes that the largest proportion of 

NICE QES conducted during the 5-year period analysed for that study were reviews of 

‘barriers and facilitators’, which do not readily lend themselves to stand-alone 

recommendations, but to adding context to a recommendation based on effectiveness 

evidence – “deliver [effective intervention] in a [facilitators] way”. Reviews about the 

information needs of clients with a particular condition or diagnosis, or reviews of the care 

and support needs of people with a specific condition might plausibly lead to more direct 

recommendation-making. 

It appears that if NICE want to produce more holistic guidelines, then work needs to be 

done to address the clear issues with QES as part of the evidence base. Although their 

processes remain far from ideal, it appears that other organisations, for example the WHO, 

who aim to produce more holistic guidelines, may have achieved greater evidence equality, 

perhaps primarily through their focus on the WHO guideline panels’ requirement to accept 

(or not) each individual finding, both qualitative and quantitative (personal communication 

with Chris Carroll, PhD [December 2024]). 
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Value of Lived Experience 

The integration of lived experience through QES and lay-member contributions is highly 

valued by the participants in the qualitative study, yet there is tension between this and the 

perceived need for generalisability. This suggests a need to better articulate and validate the 

role of lived experience in evidence synthesis, ensuring it is seen as complementary rather 

than supplementary to quantitative data. 

Lived experience provides unique insights into the real-world impact and implementation of 

interventions, highlighting issues that may not be captured in quantitative studies. For 

example, qualitative research can reveal barriers to care experienced by marginalised 

groups (183), informing inclusive and effective guidelines (130). Recognising the value of 

lived experience can enhance the relevance and applicability of guidelines (184). 

NICE routinely have two lay members on their guideline committees. On occasion, if lived 

experience is considered to be particularly pivotal, there can be more. Lay-members come 

from a range of backgrounds. They can be people with lived experience of a condition or 

disease (usually longer-term conditions), they can be the parent or carer of someone who 

had the condition, or on occasion they can be employees from grassroots third sector 

organisations who have access to many people who have used services and can relay their 

stories. As discussed in the previous chapter, there was often an assumption that lay-

members on committees would engage better with QES than with quantitative data and a 

sense that, broadly speaking, QES and lay-members were more or less the same thing. This 

was presumably in the sense that the QES talks about people’s lived experiences, and the 

purpose of lay members on committees is to reflect their own and others lived experience. 

Notably these views came from non-lay-member participants. Lay-members were clear that 

the breadth of opinion and insight into other people views through QES gave them a 

broader understanding than just their own. This chapter has already discussed the view that 

QES might not add anything to the lived experience of the lay members. It is an interesting 

observation that a sample size of two lay members is considered by some committee 

members to be broadly equivalent to a robustly sampled QES; and this within the context of 

a broader concern among committee members about the qualitative research sample sizes 

and their generalisability. Clearly it is not possible to have a representative sample of lay-

members on a NICE committee, and the People and Communities team at NICE (who recruit 
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and support lay-members) do not aim to, or claim to, do this. A well-conducted QES 

including several well-sampled qualitative primary studies is far more likely to represent a 

meaningful breadth of views. 
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CHAPTER 7: SUMMARY AND RECOMMENDATIONS 

Introduction 

Taken together, the three studies in this thesis provide a layered understanding of the role 

of QES in guideline development. The systematic review (Chapter 2) outlined best practices 

and methodological ideals; the content analysis (Chapter 3) revealed how these are (or are 

not) implemented in NICE guidelines; and the qualitative study (Chapter 5) explored how 

QES are perceived and experienced by those involved in guideline development. The 

integration of these findings highlights a clear gap between methodological guidance and 

the problems of real-world application, and suggests that improving training, reporting 

standards, and the strategic use of QES could enhance their impact on guideline 

development. 

In the spirit of Karl Marx, whose gravestone famously states “The philosophers have 

only interpreted the world, in various ways. The point, however, is to change it.” (from his 

Eleven Theses on Feuerbach, published in 1938), this conclusion will focus mostly on 

‘changing it’ based on the preceding chapters that seek to ‘interpret it’. The chapter makes a 

series of practical suggestions that guideline producers might use to optimise the usefulness 

of QES to guideline committees who consider qualitative evidence as part of their evidence 

base. The chapter also discusses limitations of this thesis and the studies in it.  

Optimising the use of QES in guideline development 

Increasing Trust in the Credibility and Robustness of QES  

Findings from this study suggest that there can be limited understanding of the qualitative 

paradigm amongst committee members and technical staff and, as a result, it is difficult for 

them to judge QES on its own merits. Committees that are going to consider QES as part of 

the evidence base for a guideline would benefit from a better understanding of pluralist 

research methods and their interpretation. This study suggests that training should include 

the formulation of qualitative review questions and the execution of QES. A more 

aggregative approach to synthesis might better suit both committee concerns about 

transparency, and the lack of qualitative background in most technical staff because these 

approaches are simpler (because they do not require an interpretive phase) and because it 
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is easier to see the mechanism for individual themes from papers contribution to QES 

findings. 

The content analysis reported in Chapter 3 showed that NICE QES were good at meeting the 

reporting criteria for QES that mimicked those of quantitative systematic reviews but were 

less good at demonstrating those reporting criteria that were specific to qualitative 

methods. This could be interpreted as an indication that NICE technical staff are unfamiliar 

with both QES and qualitative research generally, a view upheld by the analysis of the 

primary qualitative study in Chapter 5.  

The repeated references to difficulties in understanding QES methods and the need for 

additional support in Chapter 5 indicate significant educational gaps. Both committee 

members and technical staff would benefit from targeted training to better understand and 

conduct QES. This insight points to a need for ongoing professional development and 

capacity building within guideline development teams. Findings from the systematic review 

reported in the Chapter 2 section on training echo this acknowledgement that guideline 

developers are principally systematic reviewers who may have no background or expertise 

in qualitative methods, and therefore need training to be able to produce high-quality QES 

(106, 109, 173). It also may explain the gaps in reporting set out in Chapter 3 and discussed 

in the previous paragraph 

Training programmes should focus on the principles and methods of qualitative research, 

the interpretation of qualitative data, and the integration of qualitative and quantitative 

evidence. By enhancing the skills and knowledge of committee members and technical staff, 

organisations can improve the quality and credibility of their guideline development 

processes. 

Clearer reporting of QES in a way that makes sense to committees, for example using a 

template developed with input from committee members and chairs, and conforming to 

QES reporting standards alongside clearer description of the evidence and analysis might 

lead to greater understanding of the QES among committee members, and as a result, 

greater confidence in QES findings. This in turn might reduce the burden on technical staff 

re-presenting evidence at committee meetings that the committee would already be 

familiar with if the QES were clearly written up. Additionally, use of visualisations in QES 
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reports could prove useful, simpler examples might include word clouds, but more complex 

methods such as theme maps, conceptual models or frameworks might prove useful. 

Presenting Findings 

Committees want a high-level of detail from QES to compensate for their lack of familiarity 

with the evidence and methods. Additionally, QES can be quite unfocussed and contain a 

large volume of studies spread across a broad range of themes. This is a challenge for a 

technical team who are presenting the work because they cannot keep the presentation 

short, focussed, and concise. 

The order in which evidence is reviewed and presented to committees has an impact on the 

perceived status of the evidence. Decisions about which evidence is core to each review 

question should inform the order of data presentation when qualitative and quantitative 

data are both relevant to a question should be based on which data are most relevant to the 

question and should be informed by current best practice in the form of mixed-methods 

approaches to convergent reviews and in terms of formal Evidence-to-Decision processes. 

Committees, partly as a result of unfamiliarity with the methods of QES, have concerns 

about the derivation of themes in QES, and furthermore, about what those themes mean in 

the contexts in which they are trying to apply them in their ‘recommendation-making’. They 

are concerned that they cannot always easily see the links between themes reported in the 

included studies and the overall themes of the QES. Adoption of an approach to QES where 

there is a clearer linkage between primary research themes and QES themes would be a 

valuable tool for generating a higher-level of trust in the findings of QES (see previous 

section). Appropriate methods would be those where it is possible to ‘track’ the way themes 

from primary studies are drawn together to form higher-level interpretations, for example 

through aggregative methods, or using a framework-based approach such as best-fit 

framework synthesis (185). 

Using an established method of QES where there are clear links between the themes drawn 

from the primary studies and the final QES as described above would allow committees to 

see more clearly how the themes used in the final QES were derived, and this would have a 

double impact of the committee feeling less like they were putting ‘blind trust’ in the 

technical team, an idea with which they were uncomfortable (even though they seemed 



QES in Guidelines 

160 | P a g e  
 

willing to trust technical staff in relation to complex quantitative analyses such as Network 

Meta-Analyses (NMAs) and meta-regression). The size and complexity of some QES also 

make the QES documents and the committee presentations dense and wide-ranging. 

Clearer, focussed QES may reduce the uncertainty felt by committee members. 

Not all guideline developers use formal Evidence-to-Decision processes such as those 

created by the GRADE working group (129) or by WHO-INTEGRATE (186) (for example, NICE 

do not use them). Instead, broader evidence is introduced by committee members and lay-

members based on their expertise and experience and on a mandatory equalities and health 

inequality impact assessment that is completed at each stage of the guideline. This 

unstructured way of introducing evidence outside of the core effectiveness evidence that is 

created through systematic reviewing means that guideline committees can neglect 

important considerations and criteria or give undue weight to effectiveness evidence. The 

process of committee decision making, including all of their contextual considerations 

relating to resource costs, feasibility, acceptability, impact on health inequalities and so 

forth are described narratively to clarify how the committee made any decisions about 

recommendations. 

Both the WHO-INTEGRATE and GRADE Evidence-to-Decision (EtD) frameworks have fields 

for evidence related to acceptability, feasibility, and equity, which in large part will 

encompass the outcomes of a QES (depending on the review question chosen for the 

synthesis), and which therefore creates a valid and equal place for QES alongside 

quantitative effectiveness evidence in the framework. Implementation of an EtD framework 

could address in large part all three overarching themes arising from the study in Chapters 

4-6. This is because it demonstrates the value and credibility of QES and its place in the EtD 

process; shows the relative value of QES by putting it on a proportionate footing with 

quantitative evidence; and provides a clear framework for presenting data to the committee 

to inform their decision making. In turn, undertaking QES may benefit EtD frameworks by 

introducing potentially intellectually rigorous and rich data into the framework to replace 

speculative ideas about acceptability, equality etc that might be gleaned from surveys, 

single reports, or lay participant contributions only. 
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Value 

Careful consideration of the usefulness of QES for each guideline area will maximise the 

utility of the QES. Committees are unlikely to value QES if it does not have a direct role in 

their recommendation-making. 

The ability of QES to give a voice to populations who are often excluded from quantitative 

research may help to focus the committee’s concerns about potential inequalities in health 

and enable them to nuance recommendations to ensure that they do not increase 

inequalities in health, or potentially even reduce them. 

During the scope development phase of guideline planning, QES should always be 

considered as one of the options for producing evidence for guideline committees. This does 

not imply that a QES should always be blindly undertaken, but that the potential usefulness 

of one should always be considered. For a ‘what works?’ type of efficacy question, QES is 

unlikely to contribute to recommendation-making (although it may be useful for broader 

effectiveness questions). However, for questions about how, when, where, and for or by 

whom services or interventions should be delivered, QES could be a primary source of 

evidence.  

Interpretation and championing of QES might be a key role for lay-members on committees. 

They could point out where findings accord with their experience (including how it made 

them reflect on their own experience and if it has raised issues that are true but which had 

not occurred to them, as they prioritise other experiences), but also where they do not 

(might be different, might cover many more themes - because they are only two people 

after all) - and also where the participants in the QES are different from them - and 

therefore the findings might be more or less generalisable. QES are also potentially a 

valuable support and resource for lay-members on committees. Two lay members cannot 

hope to meaningfully represent the broad range of people living with a condition and their 

parents/carers, and insight from a QES might help them achieve that broader 

representation.  

Recent changes in the NICE guideline operating model have led to the formation of ‘topic 

suites’ that focus on particular areas of health policy and practice. Currently they are cancer, 

cardiometabolic, women’s health, and mental health. The purpose of the suites is to 
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perform multiple updates of the guidelines that fall under that topic. The topic suites would 

be ideal areas where QES could support lay members by exploring the perspectives of 

people living with the conditions included in the topic suite, to provide a better 

understanding of their views and their perceptions of the services they receive. 

Limitations of this thesis 

Methodological Limitations 

Sampling issues 

The systematic review of methods in Chapter 2 only included papers that were specific to 

QES in relation to producing health and social care guidelines. This introduces two key 

limitations: firstly, a large proportion of the data published about ways to undertake QES is 

published outside of the specific area of guideline production, and therefore that data could 

not be considered as part of the systematic review itself. However, reference to this 

literature in other parts of the thesis addresses this issue, although it remains an important 

consideration. Secondly, it is also possible that papers published in fields other than health 

and social care might also address issues of using QES to inform guideline committees. Date 

limitations on the searches for the systematic review are unlikely to have a large impact 

since interest in using QES in health and social care guidelines is a relatively modern 

phenomenon. However, this is potentially an issue in the content analysis work described in 

Chapter 3. Due to resource limitations and the complexity of obtaining the data, a 5-year 

window was selected to sample from; however NICE has published QES both before and 

after that time window. Additionally, for both the content analysis and the primary 

qualitative study, a decision was made to focus on NICE as an exemplar of a guideline-

producing organisation, zooming in on a much narrower field than the systematic review. By 

drawing all participants from a single agency, the study is inherently biased toward NICE’s 

specific policies, practices, and organisational culture. This raises the possibility that the 

experiences or viewpoints of individuals from other agencies, which may have different 

approaches to guideline development, might be different. However, there is no reason to 

assume that this is the case. Having the time and resources to include participants from 

multiple agencies would have meant that the findings could have highlighted differences or 

broader trends across guideline producers as a whole, although NICE represented both a 
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practical and meaningful choice – given it is a guideline producer with an international 

reputation. 

Measurement tools 

The content analysis in Chapter 3 used the ENTREQ reporting criteria for QES as the basis for 

the evaluation of the QES. Two limitations are important: 

ENTREQ is a reporting standard and is not a quality assessment tool for QES, so it is 

important not to conflate a high number of ENTREQ criteria being met with a QES being a 

‘good quality’ QES, but merely a ‘well-reported’ QES. The use of ENTREQ criteria was useful 

for the purposes of this thesis because the intention was to assess the completeness of the 

reports being presented to the committee as a preparation for the primary qualitative 

study. Secondly, as previously described, although at the time of undertaking the content 

analysis, ENTREQ was the accepted reporting standard, and its use was an obvious choice as 

it was the one reporting standard available and applicable to the QES being assessed in 

Chapter 3, the ENTREQ standard is currently receiving negative attention because of 

potential issues (see Chapter 6 – challenges of presenting large volumes of data).  

Data Limitations 

Data availability/quality 

Obtaining data from organisations methods manuals for the systematic review question was 

challenging, and for pragmatic reasons was restricted to those which were published either 

as academic publications in their own right or could be easily found by internet searching. A 

more comprehensive approach would have been to spend more time collating a list of 

organisations that undertake QES for the purposes of guideline production and to have 

contacted each of those agencies to ask for access to their QES methods documents. 

In the content analysis, the data availability was somewhat patchy as described in that 

chapter (Chapter 3). NICE QES are not always written up as stand-alone documents but are 

often incorporated into a single review document alongside one or more quantitative 

reviews (with no formal mixed-methods synthesis, especially in the case of older guidelines). 

Also, many so-called QES reported including only one study (or no studies) and therefore 

were ineligible for inclusion. This means that data identification was not always possible in a 
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systematic way, leading to extensive hand-searching, which might lead to error. Double 

checking was not possible due to the resource limitations of a PhD. 

For the primary qualitative study, conducting meetings online without video reduced the 

availability of visual cues that normally accompany qualitative interviewing. It was not 

possible for the interviewer and interviewees to interact with each other based on non-

visual cues, and this may have led to some nuance being missed. Participants may be less 

communicative in online interviews if they feel less comfortable using this technology. 

Additionally, as set out in the reflexivity section in Chapter 4, my status as an employee of 

the organisation could potentially have influenced my analysis and interpretation. 

Data scope 

In the qualitative study, using a 12-person purposive sample drawn from three guideline 

committees within a single agency presents several limitations that are important to 

acknowledge: 

• The focus on three committees from one organisation means that the findings might 

not be easily transferable to other guideline committees, either within NICE or 

across other organisations. The participants, while selected to be as diverse as 

possible, represent only a subset of committee members within one agency, and 

their perspectives may not reflect those of individuals from other committees or 

from different agencies. Thus, the results might not be applicable to a broader range 

of committees or of other guideline developers. 

• Since the sample is purposively selected from only three committees within a single 

agency, the findings are shaped by the experiences and views of those particular 

committees. Each committee, and each topic, had its own dynamics, challenges, and 

practices that may not be representative of others within NICE or from other 

agencies. The unique factors influencing these committees mean the findings could 

be skewed toward those specific experiences, limiting the overall transferability of 

the findings. 
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• Even though purposive sampling is intended to facilitate the inclusion of diverse 

professions and expertise, there may still be a lack of diversity within the 

perspectives of committee members and NICE staff, and this could result in a narrow 

range of insights. The lack of diversity in the sample could have affected the richness 

of the data and lead to findings that are more homogeneous than might be found in 

a varied sample. 

Practical Constraints 

Resources 

As a self-funded, part-time PhD, no resources were available beyond those of the author. 

Future research 

As with any research project, the wish-list of things that could have been done is almost 

endless, however, several possibilities stand out in relation to the work described in the 

previous chapters. 

Firstly, the systematic review in Chapter 2 was undertaken in the early part of the PhD and 

therefore is several years old already. Given the pace of change in QES over the past few 

years, an update to the systematic review in a year or so would be valuable, especially if 

resourced to identify methods documents from other guideline-producing bodies that may 

have been missed through a search of published literature. 

Secondly, in the spirit of action research methods, revisiting the primary qualitative study 

and the content analysis after NICE has implemented any changes to methods of QES 

(should it do so in response to the findings of this thesis) would demonstrate the impact of 

those changes on the ways that qualitative evidence is (or isn’t) used by committees to 

make recommendations when the methods are optimised. 

Thirdly, the results of the primary qualitative study support ideas about the value of QES for 

representing stakeholder views (see Chapter 1) and also that they are a valuable tool for lay-

members on NICE committees to introduce their own views and experiences to the 

committee. NICE have been slow to embrace the involvement of lay-people in the 

development of evidence syntheses, and a project to co-produce QES with committee lay-
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members might be a valuable way to increase their role and visibility on guideline 

committees. 

Fourthly, it is the nature of a PhD thesis to ‘zoom in’ to a very specific circumstance, in the 

case of this thesis the focus has primarily been on NICE. The narrow focus does not enable 

the author to understand whether the opportunities and challenges identified are specific to 

NICE, or whether they are similar to the opportunities and challenges faced by other 

guideline bodies who are using QES in their evidentiary process. It seems plausible that 

other guideline-producing bodies, who we know are using similar methods for integrating 

QES into their evidence base (as set out in Chapter 2), will be facing similar challenges. 
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CHAPTER 8: CONCLUSION 

This PhD undertook a series of investigations intended to explore the role of QES in the 

development of health (including public health) and social care guidelines, and to consider 

how its role might be optimised. 

To address the overall question, four sub-questions were proposed: 

1. What methods and processes have been developed or proposed for incorporating 

QES into health guideline development?  

2. How frequently were QES undertaken in the context of guideline development by an 

exemplar organisation (NICE) in the UK over a 5-year period, and how closely do the 

reports of those syntheses adhere to established reporting standards?  

3. How do guideline committees at NICE use qualitative evidence from QES to inform 

recommendation-making, and what might be learned about best practice and future 

developments? 

4. What are the views and perceptions of technical staff, committee experts and 

committee lay-members regarding how a QES contributes to committee discussions, 

and to the process of making recommendations? 

The first question about methods and processes was primarily answered by the undertaking 

of a systematic review of the methodological literature (Chapter 2). The review showed a 

good deal of methodological congruence in the included literature about methods to 

undertake QES for application in guideline development but identified several gaps. 

Two of the key gaps identified by Chapter 2 are that:  

1. there was a notable lack of discussion regarding the role of guideline committees in 

interpreting evidence generated by QES and using it to develop recommendations. 

This omission is likely due to a general lack of understanding about the processes 

that committees undertake to use evidence for generating recommendations. 
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2. there is little contained in the included papers to explain or clarify the process of 

using QES to inform recommendations alongside other types of evidence and their 

own expertise and experience. 

Both of these gaps in the published literature were incorporated into the planning and 

analysis of the primary qualitative study, which addresses them in its analysis, by exploring 

how committee members use qualitative evidence from QES to inform recommendation-

making (question 3 above) and the views of both technical staff and committee members on 

how a QES contributes to committee discussions, and to the process of making 

recommendations (question 4 above). The analysis and discussion offer a perspective on 

these gaps and offer potential strategies to minimise concerns. 

The second question was addressed by undertaking a quantitative content analysis that 

measured NICE’s (as an exemplar guideline producer) use of QES in guideline production 

and sought to understand some patterns in the data. The study concluded that QES were 

under-used (very few comparatively were undertaken), and that the clearest factor in the 

apparent quality of a QES seems to have been the team that undertook it. Teams which 

produce well-reported QES seem to do so consistently, perhaps because they have staff 

with a particular interest or skill in this area. Solutions to this might include ensuring that 

staff undertaking QES have appropriate skills and supervision and providing clearer guidance 

about how a QES should be undertaken in terms of methods and processes. This is also 

borne out by the primary qualitative study, which identifies need for training (both of 

technical staff and committee members) in the methods and processes of QES, and their 

interpretation. 

As well as addressing the gaps identified by the first two studies, the primary qualitative 

study reported in Chapters 4-6 provides a perspective on questions 3 and 4 by exploring 

technical staff and committee members’ understandings of how QES was used in their 

committee experience and how it informed recommendations. There was clear uncertainty 

over how QES could and should be presented to a guideline committee, and how it could or 

should be used, particularly in relation to the quantitative evidence, when discussing and 

producing recommendations.  
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The overall conclusion is that QES unquestionably has a recognised role in guideline 

development. The findings of the studies contained within this thesis have contributed to an 

understanding of the current and potential role and use of QES in supporting guideline 

development. However, as this is a rapidly developing field, the role of QES often still 

remains ill-defined and insecure. If its place is to become fully established, unquestioned, 

and secure, further work is needed to build on the findings outlined in this thesis, 

specifically within guideline committees, to enhance a broader understanding of this 

evidence and its presentation. 
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APPENDIX A: REVIEW PROTOCOL 

Table 7: Review protocol 

Field Content 

Review title A systematic review of the methodological literature 

for integrating qualitative evidence syntheses into 

guideline development 

Review question What methods and processes are proposed in the 

methodological literature for incorporating QES into 

evidence-based health guideline development? 

Objective To capture the published and key grey literature that 

describe methods for incorporating QES into 

evidence-based health guidelines.  

 

This structured methodological review will capture 

primary data from coding of relevant papers using a 

template approach (described below) focussing on 

key methodological elements of the process: 

• Question design 

• Searching 

• Sifting 

• Coding/data extraction 

• Data synthesis 

• Use of logic models/frameworks 

• Integration with quantitative data/reviews 



QES in Guidelines 

185 | P a g e  
 

• Decision making processes 

 

Searches  The following databases will be searched:  

• Embase 

• MEDLINE 

• CINAHL 

• PsycINFO 

 

See appendix B for full search strategies for all 

databases. 

 

Search coverage will be checked using sentinel 

papers. 

 

Other searches: 

• Google – first six pages 

• Reference list screening of all included papers 

• Citation searching of all included papers 

 

Grey Literature will be included if cited on a 

reference list at screening or identified through the 

Google search. 
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If less than ten papers are identified by the methods 

above, supplemental searches will be conducted as 

follows: 

• Hand-searching of key journals 

• Opportunistic methods: 

- Websites of research groups 

involved with QES in health or 

guideline development 

- JISCmail QES list 

- Expert consultation 

 

The searches will be re-run 6 months before final 

submission and further papers retrieved for 

inclusion. 

 

The full search strategies for MEDLINE database and 

full detail of additional and opportunistic searches 

will be published in the final review. 

Condition or domain being 

studied 

 

 

Qualitative evidence synthesis in evidence-based 

health guidelines. 

Target Inclusion: Papers that describe or propose methods 

and processes for incorporating QES into different 
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kinds of evidence-based health (clinical or public 

health) or social care guideline. 

 

Exclusion:  

• Papers that do not describe a clear, 

extractable methodology or process.  

• Qualitative evidence syntheses themselves. 

Content Formal methods for qualitative evidence synthesis as 

part of the process of producing an evidence-based 

guideline.  

 

For the purposes of this review a qualitative evidence 

synthesis is defined as:  

“a process of systematically and transparently 

combining evidence from individual qualitative 

studies to create new understanding by comparing 

and analysing concepts and findings from different 

sources of evidence with a focus on the same topic of 

interest”  

 

An evidence-based guideline is defined as: 

“A series of statements or recommendations 

intended to optimise care or to inform decisions 

made by providers and service users. At a minimum: 
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• the process should include a comprehensive 

and systematic assessment of the best 

available evidence 

• the evidence should be subject to a 

transparent decision-making process 

• the process should produce statements or 

recommendations, based on interpretation of 

the evidence (including the strength and 

quality of the evidence) that intend to 

improve care or support health decision 

making.” 

 

Comparator/Reference 

standard/Confounding 

factors 

Not applicable 

Types of study to be 

included 

Papers, online sources, or monographs that describe 

or prescribe methods for incorporating QES into 

evidence-based health guidelines. 

 

Sources must give sufficient detail to allow extraction 

of different stages of the process and the methods 

used in those stages. 

 

 

Other exclusion criteria 

 

• Non-English language 

• Books 
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• Theses 

 

Context 

 

Any 

 

Primary outcomes (critical 

outcomes) 

 

Description of the methods used to perform the QES 

and integrate it with other data to inform the 

decisions made, specifically: 

• Question design 

• Searching 

• Sifting 

• Coding/data extraction 

• Data synthesis 

• Use of logic models/frameworks 

• Integration with quantitative data/reviews 

• Decision making processes 

 

 

Secondary outcomes 

(important outcomes) 

• Description of obstacles and challenges 

• Optimal methods 

• Adverse outcomes 

• Other emergent themes 
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Data extraction (selection 

and coding) 

 

All references identified by the searches and from 

other sources will be uploaded into EPPI reviewer 5 

or EndNote and de-duplicated.  

The full text of potentially eligible papers will be 

retrieved and will be assessed in line with the criteria 

outlined above.  

Papers suitable for inclusion will be uploaded into 

NVivo 12 and coded as described below 

 

Risk of bias (RoB) (quality) 

assessment 

 

Formal RoB assessment is not applicable since these 

are not primary studies, however the author may 

comment on the design and key weaknesses of 

included papers. 

Strategy for data synthesis  Data will be extracted by open coding in NVivo 12, 

using a template codeset that is designed to capture 

the different methodological stages of guideline 

development and the processes of integrating QES 

with other data to inform healthcare decision making 

in guidelines. Papers will also be coded for emergent 

themes to allow for unanticipated relevant detail to 

be captured. Further data analysis may take place 

outside of NVivo using Microsoft Office packages. 

Analysis of sub-groups 

 

If there is sufficient consistency of named 

approaches, codes will be grouped by approach to 

explore whether different approaches offer different 

benefits and difficulties. 

 ☐ Diagnostic 
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☐ Prognostic 

☒ Qualitative 

☐ Epidemiologic 

☐ Service Delivery 

☐ Other (please specify) 

 

Funding sources/sponsor 

 

This review is being completed as part of a self-

funded PhD 

Conflicts of interest None 

Dissemination plans This review will form part of a PhD thesis and may be 

written up for publication 

Keywords Qualitative evidence synthesis, Clinical guidelines, 

Public health guidelines, Social care guidelines 

Details of existing review of 

same topic by same authors 

None 
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APPENDIX B: SYSTEMATIC SEARCH HISTORY 

 

Name: Chris Carmona 

Topic/question details:  

What methods and processes are proposed in the methodological literature for 

incorporating QES into evidence-based health guideline development? 

 

 

 

Table 8: Summary of search results 

Databases Date 

searched 

Version/files No. 

retrieved 

Embase (Ovid) 

 

15/8/19 Embase <1996 to 2019 

Week 32> 

3727 

MEDLINE (Ovid) 

 

15/8/19 Ovid MEDLINE(R) <1996 

to August 13, 2019> 

719 

MEDLINE In-Process (Ovid) 

 

15/8/19 Ovid MEDLINE(R) In-

Process & Other Non-

Indexed Citations <1946 

to August 13, 2019> 

63 

CINAHL(EBSCO) 

 

15/8/19 CINAHL 1998 to 2019 884 

http://ovidsp.uk.ovid.com/
http://ovidsp.uk.ovid.com/
http://ovidsp.uk.ovid.com/
http://search.ebscohost.com/
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PsycINFO (Ovid) 

 

15/8/19 PsycINFO <2002 to 

August Week 1 2019> 

410 

 

Table 9: Search strategies - medline 

Database: MEDLINE 

 

Results: 719 

 

Database: Ovid MEDLINE(R) <1996 to August 13, 2019> 

Search Strategy: 

-------------------------------------------------------------------------------- 

1 (("semi-structured" or semistructured or unstructured or informal or "in-depth" or indepth 

or "face-to-face" or 

structured or guide) adj2 (interview* or discussion* or questionnaire*)).tw,kw. (86169) 

2 (focus group* or qualitative or ethnograph* or fieldwork or thematic or phenomenological 

or "grounded theory" or 

"field work" or "key informant").tw,kw. (192379) 

3 interviews as topic/ or focus groups/ or narration/ or qualitative research/ (113878) 

4 1 or 2 or 3 (283347) 

5 ("meta-synthesis" or "Meta-synthesis" or "framework synthesis").tw,kw. (687) 

6 exp Review Literature as Topic/ (12145) 

7 (review* or overview*).ti. (304571) 

http://ovidsp.uk.ovid.com/


QES in Guidelines 

194 | P a g e  
 

8 (systematic* adj5 (review* or overview*)).tw. (125996) 

9 (qualitative* adj5 (review* or overview* or synthesis)).tw. (5867) 

10 (integrat* adj3 (research or review* or literature)).tw. (8723) 

11 (pool* adj2 (analy* or data)).tw. (22510) 

12 (handsearch* or (hand adj3 search*)).tw. (7737) 

13 (manual* adj3 search*).tw. (4754) 

14 5 or 6 or 7 or 8 or 9 or 10 or 11 or 12 or 13 (374646) 

15 ((clinical or care*) adj3 pathway*).ti,ab,kw. (8488) 

16 (practice adj3 parameter*).ti,ab,kw. (1186) 

17 (guidance* or guideline*).ti. (64813) 

18 algorithms/ or clinical protocols/ or critical pathway/ or guidelines as topic/ or practice 

guidelines as topic/ 

or Health Planning Guidelines/ or practice guideline/ (417898) 

19 Technology Assessment, Biomedical/ (7283) 

20 15 or 16 or 17 or 18 or 19 (448362) 

21 4 and 14 and 20 (752) 

22 limit 21 to english language (719) 

 

 

 

Table 10: Search strategies - medline in-process 

Database: MEDLINE in-Process 
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Results: 63 

 

Database: Ovid MEDLINE(R) In-Process & Other Non-Indexed Citations <1946 to August 13, 

2019> 

Search Strategy: 

-------------------------------------------------------------------------------- 

1 (("semi-structured" or semistructured or unstructured or informal or "in-depth" or indepth 

or "face-to-face" or 

structured or guide) adj2 (interview* or discussion* or questionnaire*)).tw,kw. (15764) 

2 (focus group* or qualitative or ethnograph* or fieldwork or thematic or phenomenological 

or "grounded theory" or 

"field work" or "key informant").tw,kw. (42243) 

3 interviews as topic/ or focus groups/ or narration/ or qualitative research/ (0) 

4 1 or 2 or 3 (50295) 

5 ("meta-synthesis" or "Meta-synthesis" or "framework synthesis").tw,kw. (204) 

6 exp Review Literature as Topic/ (0) 

7 (review* or overview*).ti. (77895) 

8 (systematic* adj5 (review* or overview*)).tw. (30009) 

9 (qualitative* adj5 (review* or overview* or synthesis)).tw. (1472) 

10 (integrat* adj3 (research or review* or literature)).tw. (1866) 

11 (pool* adj2 (analy* or data)).tw. (3849) 
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12 (handsearch* or (hand adj3 search*)).tw. (985) 

13 (manual* adj3 search*).tw. (826) 

14 5 or 6 or 7 or 8 or 9 or 10 or 11 or 12 or 13 (89196) 

15 ((clinical or care*) adj3 pathway*).ti,ab,kw. (1682) 

16 (practice adj3 parameter*).ti,ab,kw. (115) 

17 (guidance* or guideline*).ti. (10149) 

18 algorithms/ or clinical protocols/ or critical pathway/ or guidelines as topic/ or practice 

guidelines as topic/ 

or Health Planning Guidelines/ or practice guideline/ (38) 

19 Technology Assessment, Biomedical/ (0) 

20 15 or 16 or 17 or 18 or 19 (11920) 

21 4 and 14 and 20 (64) 

22 limit 21 to english language (63) 

 

 

 

 

Table 11: Search strategies - embase 

Database: Embase 

 

Database: Embase <1996 to 2019 Week 32> 

Search Strategy: 
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-------------------------------------------------------------------------------- 

1 (("semi-structured" or semistructured or unstructured or informal or "in-depth" or indepth 

or "face-to-face" or 

structured or guide) adj2 (interview* or discussion* or questionnaire*)).tw,kw. (135921) 

2 (focus group* or qualitative or ethnograph* or fieldwork or thematic or phenomenological 

or "grounded theory" or 

"field work" or "key informant").tw,kw. (301375) 

3 exp interview/ or narrative/ or qualitative research/ (291630) 

4 or/1-3 (531073) 

5 (("meta-synthesis" or "Meta-synthesis" or "framework synthesis" or thematic) adj2 

analysis).tw,kw. (22818) 

6 (review* or overview*).ti. (471369) 

7 (systematic* adj5 (review* or overview*)).tw. (204724) 

8 (qualitative* adj5 (review* or overview* or synthesis)).tw. (9247) 

9 (integrat* adj3 (research or review* or literature)).tw. (12772) 

10 (pool* adj2 (analy* or data)).tw. (40771) 

11 (handsearch* or (hand adj3 search*)).tw. (10771) 

12 (manual* adj3 search*).tw. (7033) 

13 or/5-12 (603620) 

14 ((clinical or care*) adj3 pathway*).ti,ab,kw. (18202) 

15 (practice adj3 parameter*).ti,ab,kw. (1947) 

16 (guidance* or guideline*).ti. (102791) 
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17 algorithm/ or clinical protocols/ or Health care planning/ or practice guideline/ (753032) 

18 Biomedical Technology Assessment/ (11507) 

19 or/15-18 (796687) 

20 4 and 13 and 19 (3821) 

21 limit 20 to english language (3727) 

 

 

Table 12: Search strategies - CINAHL 

Database: CINAHL 

Interface - EBSCOhost Research Databases  

Search Screen - Advanced Search  

Database - CINAHL  

 

 

# Query Results 

S4 S1 AND S2 AND S3 884 

S3 

SYSTEMATIC REVIEW/ OR (review* OR overview*).ti,ab OR 

(systematic* ADJ5 (review* OR overview*)).ti,ab OR (qualitative* 

ADJ5 (review* OR overview* OR synthesis)).ti,ab OR (integrat* 

ADJ3 (research OR review* OR literature)).ti,ab OR (pool* ADJ2 

(analy* OR data)).ti,ab OR (handsearch* OR (hand ADJ3 

search*)).ti,ab OR (manual* ADJ3 search*).ti,ab 111,849 
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S2 

((("semi-structured" OR semistructured OR unstructured OR 

informal OR "in-depth" OR indepth OR "face-to-face" OR 

structured OR guide) ADJ2 (interview* OR discussion* OR 

questionnaire*)).ti,ab OR (focus group* OR qualitative OR 

ethnograph* OR fieldwork OR thematic OR phenomenological OR 

"grounded theory" OR "field work" OR "key informant").ti,ab OR 

INTERVIEWS/ OR FOCUS GROUPS/ OR NARRATIVES/ OR 

QUALITATIVE STUDIES/ OR (("meta-synthesis" OR "Meta-synthesis" 

OR "framework synthesis" OR thematic) ADJ2 analysis).ti,ab) 336,371 

S1 

(((clinical OR care*) ADJ3 pathway*).ti,ab OR (practice ADJ3 

parameter*).ti,ab OR (guidance* OR guideline*).ti,ab OR DECISION 

SUPPORT TECHNIQUES/ OR PROTOCOLS/ OR PRACTICE 

GUIDELINES/ OR (Health technology assessment).ti,ab 174,936 

 

 

 

Table 13: Search strategies - PsycINFO 

Database: PsycINFO 

Database: PsycINFO <2002 to August Week 1 2019> 

Search Strategy: 

-------------------------------------------------------------------------------- 

1 (("semi-structured" or semistructured or unstructured or informal or "in-depth" or indepth 

or "face-to-face" or 

structured or guide) adj2 (interview* or discussion* or questionnaire*)).ti,ab. (76500) 
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2 (group* or qualitative or ethnograph* or fieldwork or thematic or phenomenological).ti,ab. 

(672597) 

3 "grounded theory".ti,ab. (13384) 

4 "field work".ti,ab. (445) 

5 "key informant".ti,ab. (1393) 

6 Semi-structured interview/ or focus group interview/ or narrative analysis/ or qualitative 

methods/ (8863) 

7 or/1-6 (708637) 

8 (("meta-synthesis" or "Meta-synthesis" or "framework synthesis" or thematic) adj2 

analysis).ti,ab. (12331) 

9 exp Literature Review/ (1076) 

10 (review* or overview*).ti. (112644) 

11 (systematic* adj5 (review* or overview*)).ti,ab. (29820) 

12 (qualitative* adj5 (review* or overview* or synthesis)).ti,ab. (3630) 

13 (integrat* adj3 (research or review* or literature)).ti,ab. (8925) 

14 (pool* adj2 (analy* or data)).ti,ab. (2906) 

15 (handsearch* or (hand adj3 search*)).ti,ab. (1177) 

16 (manual* adj3 search*).ti,ab. (905) 

17 or/8-16 (144498) 

18 ((clinical or care*) adj3 pathway*).ti,ab. (2022) 

19 (practice adj3 parameter*).ti,ab. (339) 

20 (guidance* or guideline*).ti. (7644) 
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21 treatment guidelines/ (6190) 

22 or/18-21 (13726) 

23 7 and 17 and 22 (445) 

24 limit 23 to english language (410) 

 

 

 

Table 14: Search strategies - supplementary 

Supplementary Search Techniques:  

 

Google – qualitative synthesis guideline development returned 16 relevant records on the 

first eight pages. 

 

Reference list searching of included papers to be undertaken. 
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APPENDIX C: STUDY INCLUSION CHECKLIST 

 

Table 15: Study inclusion checklist 

 Author 2000+ QES? Guidelin

es? 

Method

s? 

Include? Refs 

1 Booth 2016 Y Y Y Y Y 0 

2 Campbell 2011 Y Y N Y N NA 

3 Carroll 2017 Y Y Y Y Y 0 

4 Cowles 2017 Y N Y Y N NA 

5 DeJean 2016 Y Y N N N NA 

6 Dixon-Woods 

2001 

Y Y  N Y N NA 

7 Downe 2019 Y Y Y Y Y 1 

8 Eakin 2003 Y Y N N N NA 

9 Fadlallah 2019 Y N N Y N  NA 

10 Flemming 

2019 

Y Y Y Y Y 1 

11 Florez 2018 Y N Y Y N NA 
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 Author 2000+ QES? Guidelin

es? 

Method

s? 

Include? Refs 

12 Gargon 2017 Y N Y N N NA 

13 Glenton 2016 Y Y Y Y Y 0 

14 Glenton 2019 Y Y Y Y Y 0 

15 Gould 2010 Y Y Y Y Y 0 

16 Grant 2018 Y N Y Y N NA 

17 Grummer-

Strawn 2018 

Conference abstract N NA 

18 Hansen 2011 Y Y Y Y Y 0 

19 Harden 2017 Y Y N Y N NA 

20 Huls 2018 Conference abstract N NA 

21 Kelson 2015 Y N Y N N NA 

22 Knaapen 2015 Y Y Y Y Y 1 

23 Korhonen 

2013 

Y Y N Y N NA 

24 Krahn 2008 Y N Y N N NA 
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 Author 2000+ QES? Guidelin

es? 

Method

s? 

Include? Refs 

25 Kristensen 

2007 

Y Y Y Y Y 0 

26 Langlois 2018 Y Y Y N N NA 

27 Lewin 2015 Y Y Y N N NA 

28 Lewin 2018 Y Y Y Y Y 0 

29 Lewin 2019 Y Y Y Y Y 0 

30 Li 2015 Y N Y Y N NA 

31 Longworth 

2011 

Y N Y N N NA 

32 McPherson 

2018 

Y N Y N N NA 

33 Murphy 1998 N N Y Y N NA 

34 NICE Manual 

2018 

Y Y Y Y Y 0 

35 Noyes 2019 Y N Y Y N NA 

36 Opiyo 2013 Y N Y Y N NA 

37 Pope 2002 Y N Y Y N NA 
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 Author 2000+ QES? Guidelin

es? 

Method

s? 

Include? Refs 

38 Ring 2010 Y Y Y Y Y 1 

39 Ring 2011 Y Y Y Y Y 0 

40 Roddis 2018 Y N Y N N NA 

41 Roddis 2019 Y Y Y N N NA 

42 Rosedale 2012 Y N N Y N NA 

43 Saunders 2015 Y N N N N NA 

44 SBU qual 

methods Hbk  

Y Y Y Y Y 0 

45 Schünemann 

2006 

Y N Y N N NA 

46 Staniszwewska 

2014 

Y N Y Y N NA 

47 Sundberg 2017 Y N Y N N NA 

48 Tan 2009 Y Y Y Y Y 0 

49 Tong 2014 Y Y N Y N NA 

50 Van Wesel 

2014 

Y Y N Y N NA 
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 Author 2000+ QES? Guidelin

es? 

Method

s? 

Include? Refs 

51 Weich 2018 Y N Y N N NA 

52 Wieringa 2018 Y N Y N N NA 

53 Zhang 2017 Y N Y N N NA 

Key [shaded papers are included in the analysis] 

2000+ - Is the paper published after 2000? 

QES – does the paper discuss synthesis or review of qualitative evidence? 

Guidelines – does the paper refer specifically to guideline development (or can it be 

assumed)? 

Methods – is there extractable methodological detail? 
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APPENDIX D: PAPERS EXCLUDED AT FULL TEXT 

Table 16: Papers excluded at full text 

Study Code [Reason] 

Campbell R, Pound P, Morgan M et al. (2011) Evaluating meta-

ethnography: systematic analysis and synthesis of qualitative 

research.. Health technology assessment (Winchester, England) 

15(43): 1-164 

- Not about guidelines 

[Mentions usefulness to 

HTA but doesn’tdoesn’t 

actually discuss this.] 

 

Cowles, Emma, Marsden, Grace, Cole, Amanda et al. (2017) A 

Review of NICE Methods and Processes Across Health 

Technology Assessment Programmes: Why the Differences and 

What is the Impact?.. Applied health economics and health 

policy 15(4): 469-477 

- Not about QES 

 

DeJean, Deirdre, Giacomini, Mita, Simeonov, Dorina et al. 

(2016) Finding Qualitative Research Evidence for Health 

Technology Assessment. Qualitative health research 26(10): 

1307-17 

- Not about guidelines 

 

- No extractable 

methods 

 

Dixon-Woods M.; Fitzpatrick R.; Roberts K. (2001) Including 

qualitative research in systematic reviews: Opportunities and 

problems. Journal of Evaluation in Clinical Practice 7(2): 125-

133 

- Not about guidelines 

 

Eakin, Joan M and Mykhalovskiy, Eric (2003) Reframing the 

evaluation of qualitative health research: reflections on a 

- No extractable 

methods 
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Study Code [Reason] 

review of appraisal guidelines in the health sciences. Journal of 

evaluation in clinical practice 9(2): 187-94 

- Not about guidelines 

 

Fadlallah, Racha, El-Jardali, Fadi, Nomier, Mohamed et al. 

(2019) Using narratives to impact health policy-making: a 

systematic review. Health Research Policy & Systems 17(1):  

- Not about QES 

 

- Not about guidelines 

 

Florez, Ivan D, Morgan, Rebecca L, Falavigna, Maicon et al. 

(2018) Development of rapid guidelines: 2. A qualitative study 

with WHO guideline developers. Health research policy and 

systems 16(1): 62 

- Not about QES 

 

Gargon, Elizabeth; Williamson, Paula R; Young, Bridget (2017) 

Improving core outcome set development: qualitative 

interviews with developers provided pointers to inform 

guidance. Journal of clinical epidemiology 86: 140-152 

- Not about QES 

 

- No extractable 

methods 

 

Grant, Sean, Hazlewood, Glen S, Peay, Holly L et al. (2018) 

Practical Considerations for Using Online Methods to Engage 

Patients in Guideline Development. The patient 11(2): 155-166 

- Not about QES 

[Not about using QES 

for guideline 

development.] 

 

Grummer-Strawn L.M. (2018) Development of evidence-based 

guidelines at the World Health Organization: A case-study of 

the ten steps to successful breastfeeding. Breastfeeding 

Medicine 13(7): a-3 

- Conference abstract 
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Study Code [Reason] 

Harden, Angela, Thomas, James, Cargo, Margaret et al. (2018) 

Cochrane Qualitative and Implementation Methods Group 

guidance series-paper 5: methods for integrating qualitative 

and implementation evidence within intervention effectiveness 

reviews. Journal of clinical epidemiology 97: 70-78 

- Not about guidelines 

 

Huls S.P., Whichello C., van Exel N.J. et al. (2018) PATIENT 

PREFERENCES IN HEALTH TECHNOLOGY ASSESSMENT: A 

SYSTEMATIC REVIEW AND RESEARCH AGENDA. Value in Health 

21(supplement3): 325 

- Conference abstract 

 

Kelson, Marcia, Akl, Elie A, Bastian, Hilda et al. (2012) 

Integrating values and consumer involvement in guidelines 

with the patient at the center: article 8 in Integrating and 

coordinating efforts in COPD guideline development. An official 

ATS/ERS workshop report. Proceedings of the American 

Thoracic Society 9(5): 262-8 

- Not about QES 

 

- No extractable 

methods 

 

Korhonen, Anne, Hakulinen-Viitanen, Tuovi, Jylhä, Virpi et al. 

(2013) Meta-synthesis and evidence-based health care - a 

method for systematic review. Scandinavian Journal of Caring 

Sciences 27(4): 1027-1034 

- Not about guidelines 

 

Krahn, Murray and Naglie, Gary (2008) The next step in 

guideline development: incorporating patient preferences. 

Jama 300(4): 436-438 

- No extractable 

methods 

 

- Not about QES 

 



QES in Guidelines 

210 | P a g e  
 

Study Code [Reason] 

Langlois, Etienne V, Tunçalp, Özge, Norris, Susan L et al. (2018) 

Qualitative evidence to improve guidelines and health decision 

making. Bulletin of the World Health Organization 96(2): 79 

- No extractable 

methods 

 

Lewin, Simon, Glenton, Claire, Munthe-Kaas, Heather et al. 

(2015) Using qualitative evidence in decision making for health 

and social interventions: an approach to assess confidence in 

findings from qualitative evidence syntheses (GRADE-CERQual). 

PLoS medicine 12(10): e1001895 

- No extractable 

methods 

 

Li Y., Yu J., Du L. et al. (2015) Exploration and practice of 

methods and processes of evidence-based rapid review on 

peer review of WHO EML application. Journal of Evidence-

Based Medicine 8(4): 222-228 

- Not about QES 

 

Longworth, Louise, Sculpher, Mark J, Bojke, Laura et al. (2011) 

Bridging the gap between methods research and the needs of 

policy makers: a review of the research priorities of the 

National Institute for Health and Clinical Excellence. 

International journal of technology assessment in health care 

27(2): 180-7 

- Not about QES 

 

- No extractable 

methods 

 

McPherson S., Rost F., Town J. et al. (2018) Epistemological 

flaws in NICE review methodology and its impact on 

recommendations for psychodynamic psychotherapies for 

complex and persistent depression. Psychoanalytic 

Psychotherapy 32(2): 102-121 

- Not about QES 

 

- No extractable 

methods 
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Study Code [Reason] 

Murphy, E, Dingwall, R, Greatbatch, D et al. (1998) Qualitative 

research methods in health technology assessment: a review of 

the literature. Health technology assessment (Winchester, 

England) 2(16): iii-274 

- Pre-2000 

 

- Not about QES 

 

Noyes, Jane, Booth, Andrew, Moore, Graham et al. (2019) 

Synthesising quantitative and qualitative evidence to inform 

guidelines on complex interventions: clarifying the purposes, 

designs and outlining some methods. BMJ global health 

4(suppl1): e000893 

- Not about QES 

 

Opiyo, Newton, Shepperd, Sasha, Musila, Nyokabi et al. (2013) 

Comparison of alternative evidence summary and presentation 

formats in clinical guideline development: a mixed method 

study. PloS one 8(1): e55067 

- Not about QES 

 

Pope, Catherine; Van Royen, Paul; Baker, Richard (2002) 

Qualitative methods in research on healthcare quality. BMJ 

Quality & Safety 11(2): 148-152 

- Not about QES 

 

Richter Sundberg, Linda; Garvare, Rickard; Nystrom, Monica 

Elisabeth (2017) Reaching beyond the review of research 

evidence: a qualitative study of decision making during the 

development of clinical practice guidelines for disease 

prevention in healthcare. BMC health services research 17(1): 

344 

- Not about QES 

 

- No extractable 

methods 
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Study Code [Reason] 

Ring N, Ritchie K, Mandava L JR (2010) A guide to synthesising 

qualitative research for researchers undertaking health 

technology assessments and systematic reviews 

- Duplicate reference 

 

Roddis, Jennifer Karen, Liversedge, Hannah L, Ryder, Isobel et 

al. (2018) Incorporating the patient experience into clinical 

guidelines: recommendations for researchers and guideline 

developers. BMJ evidence-based medicine: bmjebm-2018 

- No extractable 

methods 

 

Rosedale, Mary, Malaspina, Dolores, Malamud, Daniel et al. 

(2012) Developing patient-centered treatment protocols in 

brain stimulation: a rationale for combining quantitative and 

qualitative approaches in persons with HIV. Journal of the 

American Psychiatric Nurses Association 18(3): 166-74 

- Not about QES 

 

- Not about guidelines 

 

Saunders, Hannele (2015) Translating knowledge into best 

practice care bundles: a pragmatic strategy for EBP 

implementation via moving postprocedural pain management 

nursing guidelines into clinical practice. Journal of clinical 

nursing 24(1314): 2035-51 

- Not about QES 

 

- Not about guidelines 

 

- No extractable 

methods 

 

Schünemann, Holger J; Fretheim, Atle; Oxman, Andrew D 

(2006) Improving the use of research evidence in guideline 

development: 10. Integrating values and consumer 

involvement. Health research policy and systems 4(1): 22 

- Not about QES 
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Study Code [Reason] 

Staniszewska, Sophie, Boardman, Felicity, Gunn, Lee et al. 

(2014) The Warwick Patient Experiences Framework: patient-

based evidence in clinical guidelines. International Journal for 

Quality in Health Care: journal of the International Society for 

Quality in Health Care 26(2): 151-7 

- Not about QES 

 

Tong A., Palmer S., Craig J.C. et al. (2016) A guide to reading 

and using systematic reviews of qualitative research. 

Nephrology Dialysis Transplantation 31(6): 897-903 

- Not about guidelines 

 

van Wesel, Floryt, Alisic, Eva, Boeije, Hennie et al. (2014) Using 

qualitative evidence to optimize child PTSD treatment 

guidelines. Psychological Trauma: Theory, Research, Practice, 

and Policy 6(5): 546-554 

- Not about guidelines 

 

Weich S, Fenton SH, Bhui K et al. Realist Evaluation of the Use 

of Patient Experience Data to Improve the Quality of Inpatient 

Mental Health Care (EURIPIDES) in England: study protocol. 

BMJ open 8(6): e021013 

- No extractable 

methods 

 

- Not about QES 

 

Wieringa, Sietse, Dreesens, Dunja, Forland, Frode et al. (2018) 

Different knowledge, different styles of reasoning: a challenge 

for guideline development. BMJ evidence-based medicine 

23(3): 87-91 

- Not about QES 

 

- No extractable 

methods 

 

Zhang, Yuan, Coello, Pablo Alonso, Brozek, Jan et al. (2017) 

Using patient values and preferences to inform the importance 

- Not about QES 
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Study Code [Reason] 

of health outcomes in practice guideline development 

following the GRADE approach. Health and quality of life 

outcomes 15(1): 52 

 

- No extractable 

methods 
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Abstract  

Guidelines produced by local, national and international bodies underpin clinical practice 

and healthcare services worldwide. For guidelines to be based on the best available 

evidence, it is critical that syntheses of both qualitative and quantitative evidence are used 

to inform decision making.  As methods for QES develop, they are increasingly able to 
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inform health guideline production. However, the process whereby this form of evidence is 

considered and incorporated tends to be unclear. This systematic review synthesised 

existing guidance concerning the use of QES in guideline development. Sources published in 

English that described or prescribed methods for incorporating QES into evidence-based 

health guidelines were eligible for inclusion. Seventeen relevant papers were identified. The 

literature indicates that there is a reasonable consensus about many stages of conducting a 

QES to inform guideline development. Areas needing further exploration include: the way 

that committees engage with QES; the usefulness of different QES methodologies; and 

understanding of how expert committees use evidence. Methods for producing QES for 

guideline committees tend to be similar to quantitative systematic review methods in terms 

of searching, quality appraisal, systematic management of data, and presentation of results. 

While this allows transparency and accountability, it could be argued that it is less ‘true’ to 

the principles of being led by the data, which are fundamental to most qualitative research. 

Understanding the process of using QES to produce guidelines is critical to determining their 

validity and applicability, and to ensure that healthcare provision is based on the best 

available evidence.  

  

KEYWORDS  

health guidelines, qualitative evidence synthesis, systematic review  

  

1 INTRODUCTION   

Guidelines produced by local, national and international bodies are used to underpin clinical 

practice and the delivery of healthcare services worldwide. The WHO for example lists 239 

guidelines on its website1, and the National Institute for Health and Care Excellence (NICE) in 

the United Kingdom currently lists 1,623 guidance products, including 354 guidelines2. 

Understanding the process of producing these guidelines is critical to determining their 

validity and applicability, and to ensure that healthcare provision is based on the best 

available evidence.  

The use of findings from QES as evidence in the development of health guidelines is growing 

as the need for relevant and context-sensitive evidence increases3. This is commonly agreed 

to be because qualitative data can answer particular types of questions far better than 

quantitative data. Quantitative data are still key for questions of efficacy but are less able to 
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answer questions relating to understanding of patient preference, and other contextual 

outcomes such as feasibility and acceptability. These questions are best answered by 

qualitative studies4. QES might usefully answer questions that are key to guideline 

production, for example, how different groups of practitioners, people using services or 

stakeholders perceive the issue, what social and cultural beliefs, attitudes or practices might 

affect this issue or how different groups perceive the intervention or available options5.  

Increased recognition of the value of QES is also driven by the move towards greater 

patient-centredness in health systems, for example an emphasis on shared decision making, 

and the greater inclusion of patients and lay experts in guideline-producing committees6. It 

is also claimed that incorporating QES into guideline development can help to represent 

people who may otherwise be excluded from the process7, and that QES can also potentially 

offer a valuable supplement to the experiences of patient representatives on guideline 

panels8. This does not mean that advocates of QES in guideline development are oblivious to 

the challenges of the approach. A number of concerns have been reported about using QES 

within international guideline-producing bodies. Firstly, authors acknowledge that guideline 

producers are principally systematic reviewers who may have no background or expertise in 

qualitative methods, and therefore need training to be able to produce high-quality QES5,9,10. 

Secondly, many qualitative researchers do not support the practice of synthesising 

qualitative research, and that for those that do there is no universally accepted way of doing 

this in health and social care6 (though this position has changed somewhat since the 

publication of that paper). Standardisation of methods for producing QES is contrary to 

many qualitative approaches that are data led and iterative. There is a call for QES not to 

violate the underpinning epistemological foundations of the included studies11. Thirdly, 

qualitative research itself has been criticised by positivist authors as being context-

dependent and specific, for including an insufficient number of informants, for being 

interpretative and, because it usually relies on small, purposive samples, for having a low 

degree of generalisation12,13. Conversely, this is regarded by qualitative researchers as one of 

the great strengths of qualitative research. It has also been argued that there are issues with 

the linking, mixing or merging of qualitative and quantitative evidence, and there is no 

ready-made toolkit for doing this8. The purpose of the current study however is to explore 

the methods of qualitative evidence synthesis in health guidelines, not to argue for or 

against their use.  
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A review of the use of qualitative data by NICE up to 2009, in addition noted a lack of 

consistency in terminology and method and even lack of agreement about what constituted 

a qualitative study across their different guideline-producing centres10. Other authors have 

highlighted a lack of clarity about the processes involved in how committees make decisions 

on the basis of qualitative evidence, and furthermore, how the strength of evidence relates 

to the strength of recommendation when QES is included4,7. For example, WHO guidelines 

have been criticised for making ‘strong recommendations’ despite there being only low or 

very low confidence in the underpinning evidence4. However, WHO argue that their 

guideline panels are expected to take into account broader evidence about acceptability, 

feasibility, and equity, in addition to evidence about effectiveness4.   

Methods for the synthesis of quantitative evidence are well established, and robust 

methods for meta-analysis and the pooling of quantitative data provide clearly interpretable 

information for decision making bodies. Interpretation of the available evidence is also 

supported by an established framework for determining its quality through use of the 

GRADE tool14.  

Alongside the ongoing concerns over their use and the readiness of guideline-producing 

bodies to integrate QES evidence into their processes, it is crucial to examine the methods 

that are being adopted or proposed both by experts in the field, and by guideline-producing 

bodies themselves. Recent growth and development in methods and standards for QES, and 

the development of tools to ensure standardisation both in QES (for example CERQual15 and 

the work of the Cochrane QIMG16) and in guideline development (for example, the DECIDE 

collaboration Evidence-to-Decision frameworks17,18) has put qualitative evidence firmly on 

the agenda for evidence-based medicine. However, the most appropriate methods for using 

it during guideline development remain unclear. This study aimed to systematically review 

the methodological literature that addresses this topic, produce a synthesis of the state of 

the field, and explore where consensus and disagreement may exist.  

 

2 METHODS  

The review question was: what methods and processes are proposed in the methodological 

literature for incorporating QES into evidence-based health guideline development? As a 

methodological review the protocol was not eligible for PROSPERO registration, therefore it 

is provided as supplementary file 1.  
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2.1 Eligibility criteria   

Papers, online sources or published manuals that described or prescribed methods for 

incorporating QES into evidence-based health guidelines were eligible for inclusion if they 

gave sufficient detail to allow extraction of different stages of the process and the methods 

used in those stages. Since the papers included were descriptive and not empirical studies, 

no study design restrictions were placed. Similarly, no country restrictions were put in place, 

although included papers needed to be published in English.   

  

2.2 Information sources and search strategy  

Health related databases were searched for papers published in English since 2000. The 

date was selected because neither qualitative evidence synthesis methodology, nor 

methods for guideline development were well established before that time. Database 

searches were conducted in MEDLINE (including MEDLINE in-process), EMBASE, CINAHL and 

PsycINFO from 2000 up until 15 August 2019. Supplementary searches were conducted in 

Google Scholar and results from the first six pages were added to the search results. 

Reference lists of papers were checked for further potential includes. A full search history 

can be found in supplementary file 2.  

  

2.3 Data collection process   

Titles and abstracts for all papers were screened, and those that appeared to meet the 

inclusion criteria, or those where it was uncertain whether the criteria were met or not 

were examined as full text. Articles marked for inclusion at this stage also had their 

reference lists checked to identify further papers. To maximise transparency of selection at 

the full text stage, a checklist was used to ensure that papers met the criteria for inclusion 

as described above (see supplementary file 3, for the completed checklist).  

 

2.4 Data extraction  

An a priori data extraction framework was set up in NVivo 1219 to map the different stages of 

the reviewing process. The stages were chosen to represent the potential range of discrete 

tasks that are involved in a quantitative systematic review or QES, that is 

protocol/scope/review question; searching; study selection; data synthesis, critical 
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appraisal; quality appraisal; making recommendations, use of logic models/frameworks; 

integration with quantitative data/reviews; and reporting. Three additional ‘umbrella’ 

categories were also used to capture broader themes about the use of QES in guidelines - 

benefits of using QES in guidelines; challenges of using QES in guidelines; and QES 

methodologies that have been used in guideline development. Additional emergent themes 

were coded as they occurred during the data extraction process.  

 

2.5 Risk of bias/quality appraisal  

Formal risk of bias or quality assessment of included papers was not appropriate as they 

were methodological rather than empirical studies however, the design and any key 

weaknesses of included papers were noted during data extraction.   

 

2.6 Method of synthesis of results  

Data extracted was synthesised narratively, within the coding categories described above. 

Particular attention was paid to possible overlaps between different stages and the 

overarching ‘umbrella’ categories.  

 

3 RESULTS  

3.1 Study selection  

Searching of databases yielded a total of 5,822 references. These were uploaded into EPPI 

reviewer 5 software20 and de-duplicated. A total of 756 duplicate records were identified 

and removed. In total, 5,066 records were screened at title and abstract level. 5,019 records 

were excluded with 47 papers marked for full text examination. For a list of papers excluded 

at full text, along with reasons for their exclusion, see supplementary file 6. Eleven articles 

from data base searching and six additional references from reference list checking met the 

inclusion criteria. A total of 17 papers were included in the review. See figure 1 for a PRISMA 

diagram summarising the flow of papers.  

 

Figure 1 PRISMA flowchart of included studies 
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3.2 Study characteristics  

Full references of included papers are provided in supplementary file 5. Table 1 provides a 

brief summary of each paper.  

 

Table 1 Brief details of included papers 

Author  Type of paper  Summary  

Booth 2016  Guidance  A report funded by the EU as part of a series on 

evaluating complex interventions (‘INTEGRATE- 

HTA’).  

The guidance document sets out a framework to 

enable reviewers to choose between different QES 
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methods depending on the question they are 

asking.  

Carroll 2017  BMJ Analysis  The analysis focusses on the need for successful 

guidelines to reflect patient views and argues that 

qualitative evidence is a key way to do this.  

The paper is not primarily a detailed 

methodological paper but contains some 

extractable methodological detail.  

Downe 2019  Research article  The first in a series of three papers that have been 

written by a group of methodologists working with 

the WHO on guidelines that integrated QES. The 

authors examine the use of QES in developing 

clinical and health systems guidelines.  

Flemming 2019  Analysis  This paper presents an overview of the ways QES 

can be used to address complex interventions.  

Glenton 2016  Manual/handbook  Chapter 15 of the WHO handbook for guideline 

development specifically about using evidence 

from qualitative research to develop WHO 

guidelines.  

Glenton 2019  Research article  The third in a series of three papers describing the 

use of QES to inform the development of clinical 

and health systems guidelines by a team of 

methodologists who have worked with WHO. The 

WHO is increasingly using evidence derived from 

QES to provide information on acceptability and 

feasibility in its guidelines.  

Gould 2010   Methodological 

report  

Gould describes qualitative work done to support 

the production of two social care guidelines by the 

UK National Institute for Health and Care 

Excellence (NICE). 
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Hansen 2011  Methodological 

report  

This article focuses on qualitative research 

synthesis in eliciting patients’ perspectives as part 

of the growing drive to include patient views in 

policy and HTA.  

Knaapen 2015  Toolkit (chapter)  Chapter 2 of a GIN toolkit on patient and public 

involvement in guidelines. It contains practical 

ideas about how to conduct a qualitative evidence 

synthesis as part of the guideline development 

process.   

Kristensen 2007  Manual/handbook  The 2007 updated edition of the Health Technology 

Assessment Handbook that was issued by the 

Danish National Board of Health in 2001 as part of 

the fulfilment of the National Strategy for HTA. 

Contains some general detail about QES and also a 

specific chapter on assessment and syntheses [sic] 

of qualitative studies (s.4.2).  

Lewin 2018  Commentary  Argues that the development of more ‘robust’ 

(transparent) methods and tools for QES has 

widened the opportunities for QES to be used to 

inform health guidelines (in the context of the 

WHO).  

Lewin 2019  Research article  This is the second in a series of three papers 

written by methodologists working with the WHO 

that examines the use of QES in developing clinical 

and health system guidelines. It specifically 

discusses using qualitative findings as part of 

Evidence-to-Decision frameworks.  

  

NICE Manual 

2018  

Manual  The process manual used by NICE to produce 

clinical guidelines. The NICE manual includes 
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details of synthesis for all the types of evidence it 

uses, not just qualitative evidence.  

Ring 2010  Guidance  Guidance from NHS Quality Improvement Scotland 

about the various methods of QES that could be 

used in HTA.   

Ring 2011  Research article  The authors conducted a systematic search to 

identify QES and reflect on the methodological 

approach used.  

Swedish Agency 

for Health 

Technology 

Assessment and 

Assessment of 

Social Services 

(SBU) 2016  

Manual  Swedish agency for health technology assessment 

manual for evaluating and synthesising qualitative 

material.  

Tan 2009  Evidence utilisation 

report  

Describes the use of qualitative research as 

evidence in a national clinical guideline program 

(National Institute for Health and Clinical 

Excellence – NICE, UK). 

 

 

3.3 Synthesis of results  

  

3.3.1 Methods for review protocol development or scope generation  

Seven of the 17 included papers discussed or referred to the need for a scoping process or a 

process of review protocol generation before the searching and literature identification 

phase of the development of a guideline.  In terms of the scoping or review protocol 

development itself, the critical tasks for the scoping phase of a guideline are described as 

identifying the interventions, stakeholders and contexts relevant to the guideline questions. 

This can be time-consuming, and adequate time needs to be set aside for this part of the 
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process7; the decisions reached in these discussions directly inform the question and 

content of the review protocol.  

Overall, there is broad agreement that a review protocol or scoping process should use 

expert input (for example a guideline committee, or service user organisation) to derive the 

review question and the criteria for that review (for example using a PICO or SPICE format). 

The protocol is therefore the first stage of the process unless prior searching is required for 

evidence to inform the scope or protocol (for example a QES). Scopes or protocols for QES 

may include a reflexivity statement.  

The review protocol or scope should be made publicly available before the review 

commences in the same way as a quantitative systematic review would be registered21.   

 

3.3.2 Methods for identifying literature  

Two thirds of the included papers contained information regarding the optimal methods of 

identifying evidence for a qualitative evidence synthesis. Most agreed that as part of the 

process there needed to be a systematic search of databases and pointed out that in many 

ways this was similar to quantitative database searching.   

This focus on systematic searching represents a step-change from earlier in the 2000s when 

searching seems to have been less developed. However, some authors argue for systematic 

searching but also note that it may not be important to identify every available study, citing 

theoretical saturation as a possible endpoint6,22. QES conducted alongside a quantitative 

systematic review will be more likely to have more explicit inclusion criteria than a synthesis 

of qualitative studies that aims for theoretical saturation, where there might be a more 

iterative approach to searching and screening6.  

Purposive sampling is also suggested. It is described as an iterative process of searching and 

screening, with the process being complete when the reviewers achieve “theoretic 

saturation” [sic] or “conceptual robustness”9. It is frequently used as an adjunct to, or 

occasionally as a replacement for, exhaustive systematic database searching.   

As a result of concerns over missing data, most authors recommend some kind of additional 

search method. Methods for additional searches that were mentioned include footnote and 

reference list checking, hand-searching key journals relating to the topic of the QES, forward 

citation searching (searching for relevant work by locating studies that cite earlier key 
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studies), and author searching (searching for all publications by the author of a relevant 

work).  

In summary, while most authors advocate some kind of systematic searching process, the 

complexities of identifying qualitative literature have led to approaches that try to reduce 

the volume of literature found by comprehensive searches (for example by using filters or 

more specific search terms), while also trying to mitigate the potential loss of relevant 

papers by adding in supplementary search techniques such as citation searching.  

 

3.3.3 Methods of study selection  

Only three of the 17 papers gave any detail about considerations required in selecting 

qualitative studies. Two at some length23,24, and the other21 in a single paragraph. 

Fundamentally the authors agreed that the process for study selection of qualitative 

literature should mirror the process that would be expected in a quantitative systematic 

review, with multiple reviewers comparing the paper with pre-specified inclusion and 

exclusion criteria, with any disagreements resolved by discussion or by the use of a third 

reviewer. This was especially the case when QES was being conducted alongside a 

quantitative systematic review24. None of the other papers discussed methods of study 

selection.  

Study selections should be transparently reported, for example through using a PRISMA 

diagram (Preferred Reporting Items for Systematic Reviews and Meta-analysis)25 to show 

flow of studies through various stages of selection23,24.  

There is a possibility of retrieving a large number of studies, especially through systematic 

searching, and it is recommended that in these cases reviewers select a sample23. It is 

difficult to quantify what constitutes a ‘large number’ as it will, to a certain extent, depend 

on the emerging themes and concepts as well as on resources available and the timeframe 

of the review. Reviewers also need to be aware of introducing reviewer bias23.  

 

3.3.4 Methods of quality appraisal  

The ten included studies that discuss critical appraisal are broadly in favour of assessing the 

methodological quality of the studies included in a QES. This position is likely to be 

strengthened by the introduction and widening use of the GRADE-CERQual tool15 for 
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assessing confidence in findings from QES since CERQual relies on a methodological 

assessment (amongst other things) of the studies included in the review findings9.  

  

The latest edition of the NICE manual22 states unequivocally that “Critical appraisal of 

qualitative evidence should be based on the criteria from the Critical Appraisal Skills 

Programme” (p. 106) and this is echoed by both in the WHO handbook4 and the SBU 

methods manual21. More broadly, authors agree that studies should have some form of 

quality appraisal, preferably using one of the recognised appraisal systems for qualitative 

research23. The same advice is found in relation specifically to HTA13.  Other authors, 

however, are more cautious and refer to lack of agreement about the value of critical 

appraisal of qualitative studies6,24. The GIN toolkit9 succinctly summarises the issue – “The 

use of standardised ‘checklist’ approaches has been strongly critiqued by some 

commentators, questioning how quality criteria modelled on the principles of positivist 

science can be applied to non-positivist qualitative research” (p.33). However, in spite of 

this they provide a summary of the strengths and limitations of a range of checklists, 

including the CASP tool26, the Cochrane manual (Chapter 20)27, the cabinet office Quality in 

Qualitative Evaluation tool28, and the Joanna Briggs Institute tool29.  

  

It is also noteworthy that some specific approaches to QES (for example framework, meta-

narrative and thematic synthesis) all have their own approaches to critical appraisal, 

whereas in other approaches such as meta-ethnography or grounded theory, critical 

appraisal is less important24. The overall consensus is that some form of critical appraisal 

should be conducted that appraises the methodological conduct of the study. Methods for 

assessing the content and validity of data are discussed in section 3.3.8.  

 

3.3.5 Methods of synthesis – General approaches  

Much of the description of methods for the synthesis of findings from primary qualitative 

studies was presented as methods for specific QES methodologies. These specific 

approaches will be discussed after an outline of the generic methods referred to by other 

authors.   

The Swedish HTA handbook for evaluation of qualitative studies21 describes the evidence 

synthesis process as having four discrete stages. Firstly, papers are read to give an overview 



QES in Guidelines 

228 | P a g e  
 

of themes, then the papers are re-read and coded. No detail is given on the method of 

coding, but the manner in which it is described implies a process of emergent coding where 

codes are allowed to emerge from the included papers. As a second stage these ‘first level 

themes’ are “distilled to form the second level theme”. This appears to be an aggregative 

coding process of drawing together similar codes. Thirdly, an interpretive coding phase is 

performed, described by the paper as follows - “Related second level themes are finally 

synthesised to an overall third level theme. Important patterns and associations among the 

second level themes are interpreted and problematised. The process is repeated until third 

level themes are set”. The final stage in their synthesis process is “a general assessment of 

the scientific basis is made. Thereafter evidence graded results and conclusions are 

formulated”, which appears to describe some assessment of review findings, like GRADE or 

GRADE-CERQual.   

While there is agreement that findings should be ‘added up’ or compared and contrasted, 

the process of doing so inevitably masks their variability. This makes it easy to lose sight of 

the individuality of participants and their context that are the very heart of qualitative 

research. Two included papers highlighted how reviewers should strive to avoid this9 and 

need to find the balance between splitting themes emerging from synthesis to the point 

that they are no longer useful, or lumping data together into themes that oversimplify or 

lose variation in the data23.  

This need for descriptive or interpretive themes is driven by the nature and purpose of the 

QES, which is in turn dependent on the nature of the guideline being developed30. The 

outputs from framework syntheses or thematic syntheses are often as simple as a list of 

themes identified across included studies, with little or no interpretation, that can be used 

to “detail the needs, values, perceptions, behaviours and experiences of stakeholders within 

the guideline”23. On a related note, it is suggested that QES used in guidelines tends to focus 

either on people’s views about the interventions under scrutiny by the guideline, or it 

relates more widely to people’s views and experiences of the condition 

underlying/addressed by the intervention(s) that the guideline is examining7. If interpretive 

findings are being produced, then there is a need for transparency on the part of the 

reviewers to ensure that the interpretations are plausible and to show how they were 

arrived at23.   

The use of Evidence-to-Decision frameworks (EtD) can be a driver for the style of the QES23:  
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The main purpose of an EtD-orientated QES is to generate a series of findings from 

the included data, which are directly focussed on interventions addressed in the 

guideline, assessed for confidence and tailored towards acceptability, feasibility and 

equity, and the values that stakeholders attribute to the outcomes associated with 

the intervention. The findings are then added to the guideline EtD frameworks, prior 

to guideline panel consideration, (p.8)  

Infographics and logic models can also be incorporated into EtD frameworks in cases where 

the synthesis is intended to be explanatory or theory building7.  

Overall, discussion about the general methods to be used for synthesis focuses on the 

continua between aggregative or integrative coding and more interpretive coding, and 

between the lumping and splitting of themes. This depends to some extent on the 

methodology used for the synthesis described in the next section.  

  

3.3.6 Methods of synthesis - Specific methodologies   

Several authors provide brief (or occasionally in-depth) descriptions of methods of synthesis 

that can be used. It is not the remit of this paper to reproduce general methodological detail 

about the various methods, but where authors have made comment on what makes a 

method suitable or unsuitable to produce a QES for a guideline development process, that 

has been included here.  

  

There is a range of different QES methodologies available, some more developed than 

others. They predominantly reflect methods of primary qualitative research. The different 

methodologies sit broadly on a continuum between aggregative (or integrative) approaches 

that summarise themes and interpretive approaches that generate new interpretations of 

the data30. The Cochrane QIMG recommend that the method of synthesis should only be 

chosen after the evidence is known and caution against pre-specifying a methodology31. 

Epistemology is particularly important for some types of synthesis, with commentators 

arguing that the method of synthesis should be compatible with the epistemology of the 

included studies. Other methods may rely less on epistemology – for example best-fit 

framework synthesis, narrative synthesis and thematic synthesis. In health services research 

and technology assessment a more pragmatic approach is taken with it being common to 

integrate different types of study within a single synthesis31.  
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Selection of an appropriate method is seen by authors as complex and dependent on many 

factors, especially the distinction between aggregative methods (where themes are 

integrated/aggregated) and interpretive methods (where the researchers try to add 

additional layers of interpretation over the data). The philosophical view of the researcher 

and purpose of the review can be driving factors6, as can the need for “pragmatic and 

relatively rapid methods of qualitative evidence synthesis” that might fit better with 

guideline developers’ timelines8. Framework, narrative, and thematic synthesis are 

highlighted as particularly useful for answering questions about the uptake of interventions 

and for integrating quantitative and qualitative findings. This may make them particularly 

useful for developers of clinical guidelines - NICE already use some form of thematic 

synthesis in some of their guidelines8.  

This identification of thematic synthesis methods as highly appropriate to guideline 

development is in line with the latest iteration of the NICE methods manual22 which 

continues to identify thematic analysis as an appropriate methodology for analysing 

qualitative data. It advocates extracting ‘first level themes’ into evidence tables (Evidence 

tables are detailed summaries of the content of each study included in a review or 

synthesis. These are normally incorporated into an appendix of the review or synthesis.). 

These evidence tables are then used to generate ‘second level themes’ in the body of the 

synthesis. The manual also goes on to discuss (in passing) conceptual mapping, grounded 

theory, meta-ethnography and meta-synthesis, but notes that expertise in their use is 

needed (p.107).  

Most of the studies that specify methodologies refer predominantly to the same pool of 

synthesis methods: narrative synthesis12, meta-synthesis9,13, ‘imported concepts’13, meta-

ethnography9,13, meta-study13, qualitative meta-summary9,13 and framework analysis9. The 

older Danish HTA manual12 mentions only meta-ethnography and narrative synthesis. This is 

likely because limited QES methodologies were available at that time. In a 2011 survey of 

107 different QES, reviews using critical interpretive synthesis, meta-interpretation, 

qualitative cross-case analysis and grounded theory synthesis were found infrequently, and 

therefore their usefulness as methods of QES for HTA is unknown6.  

  

By far the most comprehensive and well-developed guidance for selecting an appropriate 

QES method for HTAs is a report for the INTEGRATE-HTA project31. This project develops 
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various criteria for QES and matches them to 19 different methodologies. Reviewers can 

select an appropriate method by aligning their needs with the various methods for 

conducting QES as outlined in the guidance’s comprehensive tables that clarify a diverse 

range of considerations for each method. The project was directed specifically at HTA 

methods, but there seems no reason to suppose they would not be equally applicable to 

broader health guidelines.   

Overall, thematic synthesis is the most frequently mentioned form of QES in guidelines and 

seems to be the most commonly used, with meta-ethnography and framework or best-fit 

framework synthesis as alternatives. This is primarily because these are the methods that 

are easier to use, and other methods have not been well tested, so they may be useful or 

not6. While a broad range of QES methodologies can be useful, the art is in selecting the 

appropriate methodology for the research question and research context31. The method of 

synthesis should only be chosen after the evidence is known30.  

 

3.3.7 Reporting standards  

Reporting standards for QES were not discussed at great length in any of the included 

papers, possibly because different organisations have well established reporting standards 

internally. However, “…generic qualitative evidence synthesis reporting guidelines exist, 

others are being developed for particular methods, and standards are evolving to establish 

the level of confidence users can ascribe to the findings of such syntheses.”8  

There is a trend towards systematic review-like transparency in QES23,30. Historically, 

transparency has not been handled well by people reporting QES, but work has been 

undertaken to develop reporting standards for QES, such as the ENTREQ tool32 and the 

eMERGe tool for meta-ethnography33. Newer tools have also emerged, notably RAMESES for 

realist synthesis34.  

A useful minimum reporting standard has been used in work with the WHO23. The standard 

closely matches the reporting standards for quantitative systematic reviews (Cochrane 

reviews particularly) and suggests the characteristics and critical appraisal of each study 

should be presented in some detail, accompanied by a summary of themes (summary of 

qualitative findings) along with the confidence in those review findings and reasons for any 

downgrading. It also suggests providing a list of excluded studies, along with reasons for 

exclusion.  
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The guideline handbooks also briefly recommend approaches to reporting, with the WHO 

handbook5 recommending the use of a summary of qualitative findings table that includes 

CERQual assessment (if there is one). SBU21 also recommends the use of tabulation and the 

use of illustrative quotes where possible. The NICE manual22 is more prescriptive and 

requires researchers to provide extensive evidence tables for all included studies containing 

the key information about the study.  When CERQual is not being used, the NICE manual 

requires the production of evidence statements that summarise the evidence, its context 

and quality, and the consistency of key findings and themes across studies (meta-themes).   

 

3.3.8 Moving from evidence to recommendations  

Papers discussed various aspects of the process of evidence-based recommendation-making 

that fall generally into four categories - certainty in findings (including CERQual); 

frameworks (including Evidence-to-Decision frameworks); committees; and making 

recommendations from the evidence.  

  

Certainty in findings from QES  

Many guideline development agencies, including WHO and NICE require information on the 

confidence of findings that are used to underpin recommendations7,22. Since its publication 

in 2015, use of GRADE-CERQual has become the most common tool used as a summary 

measure when evaluating qualitative evidence for guideline development. A series of papers 

based on a WHO guideline were written by members of the original team who authored and 

devised the CERQual system for assessing the certainty in findings of qualitative evidence, 

and in the WHO papers they recommend the use of CERQual in guideline development4,7,23. 

The earliest mention of CERQual in the included papers is in the WHO guideline handbook 

qualitative chapter5, which contains a brief description of the components of CERQual as a 

tool to measure the level of confidence, in each of the findings of the QES. It also notes its 

similarity to GRADE for quantitative studies.  

  

NICE recommend the use of CERQual somewhat more robustly. The manual notes that 

unless the qualitative evidence is very sparse or disparate (in which case a narrative 

approach is appropriate), the results of QES should be presented as summaries (‘at outcome 
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level’) and should be assessed with GRADE-CERQual. They present ‘evidence statements’ 

(narrative summaries) as a less preferred alternative22.  

Frameworks  

The three papers in the recent WHO series4,7,23 discuss at some length the use of Evidence-

to-Decision frameworks (EtD), an approach developed by the GRADE working group to 

increase transparency in moving from evidence and contextual considerations to 

implementable recommendations17,18. These EtD frameworks take the form of tables that 

draw together the key information necessary for guideline committees to make 

recommendations, including the PICO for the research question, summaries of the evidence, 

details of equality issues, feasibility issues, implementation consideration etc. They 

contribute to the overall transparency of the movement from evidence through discussion 

by a guideline committee or similar into recommendations but are not specific to QES. The 

evidence from QES can be added to the evidence section of the EtD framework alongside 

any quantitative evidence, along with its CERQual assessment6, Qualitative evidence does 

not always fit well within the” summary-based and compartmentalised structure” of the EtD 

framework. There are also implementation issues related to clinical guidelines, and it is 

possible that evidence from QES that does not make it into the evidence section of the EtD 

framework can often be rewritten a little and turned into an implementation 

consideration4.  

The only paper outside of the three WHO papers that discussed EtD frameworks stated that 

“[a] QES can be conducted separately or can be integrated with some form of quantitative 

synthesis. Within a guideline development process, findings from a QES will often be 

integrated with evidence of effectiveness in an evidence-to-decision (EtD) framework, used 

to formulate recommendations”30. In another paper, a broader discussion about frameworks 

generally, the usefulness of frameworks in organising data for a QES, and also for identifying 

gaps in qualitative data is highlighted4.  

Committees  

There was little discussion of the role of any kind of guideline or oversight committee in 

interpreting the evidence generated by QES and using it to develop recommendations, 

beyond the discussion reported above in relation to EtD frameworks. One example 

described is a process undertaken in the production of a social care focussed guideline (on 

dementia) where the evidence was searched for and reviewed by an academic review team, 
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but the “weighting and synthesis” of evidence was done jointly with a guideline committee 

that included patients and carers35.   

During the process of guideline production in committees, members may need to be 

reminded of relevant qualitative evidence, and this ‘champion’ role might more easily be 

taken up by the producer of the synthesis, the methodologist or patient representatives9.  

Making recommendations from the evidence  

The process of making recommendations using the results of QES was not discussed in-

depth in any of the papers, with those that mention it mostly reporting that it is difficult to 

capture by simple steps and rules9. Normally, committees (in whatever form they take) 

make recommendations based on one or more systematic reviews, including any QES, 

alongside any other information that the committee consider to constitute ‘evidence’ (for 

example EtD frameworks). However, this is not always the case and points out that 

sometimes confidence in QES or other types of evidence-based on published studies may be 

overridden, for example by human rights considerations or other overarching principles or 

normative values4.  

So, although the evidence is primary, it is not the only consideration for guideline 

committees, and that is true of both quantitative systematic reviews and QES. The amount 

that any kind of evidence drives a decision about a particular recommendation should 

depend on the question being considered, and the judgments made should be supported by 

clear and transparent justifications6. There is little contained in the included papers to 

explain or clarify the process of using QES to inform recommendations.  

 

4 DISCUSSION  

Overall, the literature relating to the use of QES within the context of guideline 

development seems to mirror large parts of the more general literature on QES, and this is 

of little surprise since the key people driving the development of QES methods in health and 

social care are also often the same people who are driving the agenda for using QES in 

guideline development processes.  

In a world where evidence-based healthcare is dominated by the systematic review of 

randomised controlled trials (RCTs) by organisations such as NICE, Cochrane, WHO etc., a 

model of QES that matches their already existing methods of standardisation is likely to be 

more acceptable to them (and to fit better with their existing methods of interrogating 
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evidence) and standardisation of QES methods may be, in part, a strategic move by their 

advocates to make the methods more acceptable to organisations that have traditionally 

been sceptical of qualitative research. The Cochrane Qualitative and Implementation 

Methods Group (QIMG) have been instrumental in increasing the standardisation of QES, 

most notably by supporting the development of GRADE – CERQual for assessing the level of 

confidence in summary qualitative findings in a way that clearly (and purposefully) matches 

the process of using the GRADE tool on quantitative pooled outcomes, and also by 

supporting methods of QES that can be integrated into or presented alongside Cochrane 

systematic reviews.  

There are some sections of the review process where much of the literature was silent, for 

example only three papers discussed study selection. It is unclear whether this was because 

they regarded it as less important, but none advocated a more traditional, emergent 

qualitative approach.  

Overall, in this included literature, there is a level of excitement about the possibilities of 

using syntheses of qualitative evidence alongside traditional quantitative evidence, leading 

authors to cautiously proclaim a ‘new era’ for qualitative research, supported by recent 

developments in QES methodologies, such as standardised methods for synthesis and for 

assessing the confidence that can be placed in the findings36.   

In spite of this enthusiasm, there is still not universal agreement that qualitative evidence 

can be synthesised in a way that is meaningful or useful, or that standardisation of methods 

of QES to make them more acceptable to the evidence-based medicine movement is the 

best way to synthesise qualitative evidence. None of the included studies commented on 

the usefulness of more traditional reviews of qualitative evidence in developing guidelines. 

In large part, disagreements stem from the fact that primary qualitative evidence makes no 

claim to be generalisable, yet for a QES to be useful to a guideline-producing committee, the 

committee needs to be able to argue that the evidence speaks to common experience. 

Although these arguments seem to be broadly ignored by researchers producing QES 

currently, the early days of QES were dogged by these arguments37 since it “has emerged 

from the confluence of conventional systematic review methods with methods for primary 

qualitative research. With such a mixed heritage, and the juxtaposition of quite different 

epistemological positions, it is inevitable that the resultant tensions have generated 

considerable creative energy and significant methodological frictions.”38  
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Once past the epistemological arguments about the philosophical feasibility of QES, the 

practical methods of performing a QES seem to have converged, in terms of their 

applicability to guidelines at least, over the past decade. There seems to be broad 

agreement over most stages of producing a QES to inform a guideline, even if the fine detail 

is not always consistent. Table 2 highlights similarities and areas of agreement in the 

reviewed literature as well as some differences and gaps where further investigation could 

be fruitful.  

 

Table 2 Areas of agreement and opportunities for further development 

Areas of agreement  Gaps/assumptions  Development 

opportunities  

Protocol development    

• Review protocols are 

important, using SPICE, 

PerSPEecTiF or SPIDER38 

rather than PICO 

formats  

• Beneficial to involve lay-

people and experts in 

protocol development, 

but this is resource 

intensive and time-

consuming  

• Different frameworks for 

formulating research 

questions/protocols are 

developing, for example 

recent work on the 

PerSPEcTiF framework.41 

• The role of tertiary 

reviews (‘reviews of 

reviews’) is established 

in the quantitative 

literature (for example, 

the Cochrane manual27, 

Chapter 22), and is 

often used for scoping 

reviews or mapping 

reviews to provide an 

overview of the field. 

There is no discussion of 

tertiary QES.  

• There is an unspoken 

assumption that a single 

QES would underpin an 

entire guideline.  

• What is the value 

(if any) of syntheses 

of existing QES?  

• How useful is a 

single generic QES 

for a guideline 

compared to 

specific QES for 

different elements 

of the guideline.  

Identifying literature    
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• structured searching 

using validated 

qualitative filters  

• some kind of 

supplementary 

searching is also 

common - reference list 

searching, citation 

searching, asking 

experts, or trawling grey 

literature  

• some support for 

introducing a concept of 

theoretical saturation to 

prevent searching 

becoming too onerous  
 

• Relevant data may be 

included in studies that 

are not directly relevant 

to the research question 

at hand  

  

• What is the 

optimum balance 

between inclusive 

searching and 

specific searching 

and sifting to 

identify relevant 

themes for QES?  

Study selection    

• process mirrors 

quantitative –studies are 

matched against 

inclusion and exclusion 

criteria in the review 

protocol, usually in a 

two-stage process, firstly 

based on title and 

abstract, and then for 

papers that are not 

obviously excludable, at 

full text.   

• Assumes that 

standardised pre-

specified protocol 

methods are superior to 

iterative, emergent 

qualitative methods.  

• Can an iterative 

approach to study 

selection be 

transparent enough 

to meet the 

transparency 

requirements for 

health guidelines?  

Quality appraisal    
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• researchers undertaking 

QES for the purposes of 

guideline development 

are more often in favour 

of transparent and 

systematic methods 

than researchers with a 

more pluralist approach 

to QES  

• agreement about the 

importance of using 

some kind of 

transparent process for 

quality appraisal is 

greater within the QES 

for guidelines literature 

reviewed for this study 

than among the general 

QES literature  

• CASP most commonly 

used tool though over 

100 tools in circulation  
 

• little agreement about 

the best way to 

measure the quality of a 

qualitative study 

because of 

methodological 

variation and differing 

views about what a 

‘good’ quality study 

looks like  

  

• CAMELOT critical 

appraisal tool in 

development  

• Should studies of 

very low quality be 

excluded from any 

analysis or can they 

contribute to the 

overall analysis?  

Synthesising findings    

• the most common (and 

probably the most 

accessible) form of 

synthesis is a thematic 

analysis that goes 

through a process of 

aggregative coding, 

• It is uncertain whether 

some methods are more 

appropriate than others 

for particular types of 

question  

• Most methods of QES 

have not been used 

often in guideline 

• Continuing 

evaluations of 

different QES 

methods used to 

underpin health 

guidelines  
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sometimes followed by 

interpretive coding  

processes, and 

therefore it is unclear 

whether they are useful  

Reporting    

• lack of detailed 

discussion of reporting 

standards   

• the ENTREQ tool is 

commonly used as is 

some adaptation of the 

PRISMA standards for 

quantitative reviews. 

The Cochrane EPOC 

group have recently 

released a template for 

QES42   

• Different organisations 

have their own in-house 

reporting standards. It is 

uncertain to what 

extent these overlap  

• How well do 

different reporting 

standards from 

major QES 

producers differ, 

and how can the 

differences be 

resolved?  

Recommendations    

• GRADE and GRADE-

CERQual have been a 

valuable addition to the 

decision-making process, 

but there is often no 

obvious link between 

the review findings (and 

any other information 

considered by the 

guideline-producing 

bodies as evidence) and 

recommendations made 

by the committee (and 

• It remains unclear how 

guideline 

committees/panels 

move from QES findings 

to making 

recommendations  

• Lack of understanding 

about the processes by 

which committees use 

evidence to generate 

recommendations – no 

clear insight into 

committee use of 

different types of 

• How do guideline-

producing 

committees engage 

with different types 

of evidence 

(alongside their 

own beliefs, 

knowledge and 

experience), and 

how do they use 

that evidence to 

form 

recommendations?  
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the relative strength of 

the recommendation)  

• only WHO seem 

committed to using EtD 

frameworks  
 

evidence (quantitative, 

qualitative) to approach 

different types of 

questions 

(effectiveness, 

feasibility, etc.)  

 

  

4.1 Gaps highlighted by the review findings  

  

This review has highlighted some areas where there appears to be enough consistency 

between different approaches to give a reasonable level of confidence in them. In some 

cases, there seems to be better agreement between authors writing about QES methods for 

guideline production than for QES more generally, for example in terms of the level of 

agreement around searching and around the need for critical appraisal of qualitative 

studies, both of which are contentious in the broader field of QES39.  

There are also areas where there is less clarity, some of which are likely to be quite specific 

to QES in the context of guideline production and therefore could probably not be resolved 

by wider searching of the literature.  

As more and more QES are published in health and medicine, it becomes more likely that 

reviewers will find existing QES that wholly or partially answer their research questions. 

There is no discussion in the literature to explore how these may be used. Parallels in 

quantitative systematic reviewing include updating and using pre-existing reviews as 

evidence for committees; other reviewers use the inclusion lists from systematic reviews as 

a check that they have identified the relevant literature. In areas where several very similar 

systematic reviews exist a ‘review of reviews’ or tertiary review can be conducted. None of 

those things is reported in the papers included here, but similar methods might be possible 

for QES.  

Much of the literature included in this review contains the unspoken assumption that one 

guideline will require one QES. Only one included paper moots the possibility of multiple 

QES for one guideline7, however it is easy to imagine a guideline that contained questions 
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that could be informed by several QES. There is no discussion in the included papers of how 

this might work in practice.   

In terms of producing QES that are useful to guideline committees as part of the evidence 

base they consider, is a standardised methodology best? Or is methodological pluralism 

more useful where the methodology can be a more pragmatic choice and take into account 

the time, resource and outputs that are wanted? There are some 30 methods for 

conducting a QES31, and at least a further ten methods are in development40. Few of those 

methods have been used frequently in producing QES for guideline development and so 

their utility is uncertain.   

A related gap in this review is an understanding of the most useful way to provide guideline 

committees with the outputs of various reviews, both qualitative and quantitative alongside 

other kinds of evidence. Traditionally, guideline producers have prioritised reviews of RCT 

evidence to provide evidence of clinical efficacy, but the hierarchy of evidence for other 

types of outcomes is less established. As QES become more standardised in their methods 

and transparency, can they become the principal evidence for certain types of guideline 

question? One series of papers discusses the use of EtD frameworks in some depth in one of 

the papers7, but these have not been the subject of robust evaluation, and it is unknown 

how useful they are to committees.  

Finally, there is little research, and none in this review, that explores how committees move 

from QES findings (or indeed quantitative systematic review findings) and the other 

information they are given as evidence – systematic reviews, expert testimony, real-world 

data etc, in the context of their own expertise and experience - to making decisions that 

produce guideline recommendations, and this is a fundamental question for guideline 

producers.  

 

4.2 Limitations   

  

The content of this review was specifically limited to papers describing methods for using 

QES in guideline production. As a result, it does not cover the large, and growing, corpus of 

literature dealing with the topic of QES generally. There are good, published overviews of 

the development of QES, notably through leadership from the Cochrane QIMG16. 

Fortunately, several of the key authors writing about the use of QES in guideline 
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development are also key authors in the field of QES in health more generally, so to a large 

extent the literatures inform and reflect each other.  

For the purposes of time and resource, this review did not consider the implications of the 

growth in methods for integrating qualitative and quantitative data to produce mixed-

methods reviews. As technologies for producing standardised QES and standardised 

systematic reviews develop, researchers are becoming interested in integrating qualitative 

and quantitative data in the aspiration that the whole may be greater than the sum of the 

parts.   

 

5 CONCLUSIONS  

The use of qualitative evidence syntheses to inform the production of health guidelines is 

growing as the methods for producing them become more clearly defined and more 

standardised. Methods for producing QES for guideline committees tend to be similar to 

quantitative systematic review methods in terms of searching, appraisal of evidence, 

systematic management of data and presentation of results. While this allows greater 

transparency and greater accountability, it could be argued that it is less ‘true’ to the 

principles of being led by the data, which are fundamental to most qualitative research.  

  

Recent developments in QES mean that there is broad agreement about how QES can be 

produced to help inform guidelines, but further research is needed to establish whether 

guideline-producing committees find QES useful to their deliberations, whether they could 

be done or presented differently to make them more useful and, perhaps most importantly, 

how committees use QES to inform their decision making alongside traditional systematic 

reviews of effectiveness.  
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HIGHLIGHTS  

• There is a reasonable level of consensus about many of the stages of 

conducting a qualitative evidence synthesis to inform guideline development.  

• However, the way that committees engage with QES, the usefulness of 

different QES methodologies for informing health guidelines and understanding 

of the way that expert committees use different types of evidence when 

developing guideline content requires further clarification.   

• Understanding the process of using QES to produce these guidelines is critical 

to determining their validity and applicability, and to ensure that healthcare 

provision is based on the best available evidence.  

  

SUPPLEMENTARY MATERIAL 

Supplementary files 1 – 6 are included below within this appendix. 
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Supplementary file 1: review protocol  

  

Field  Content  

Review title  A systematic review of the methodological literature 

for integrating qualitative evidence syntheses into 

guideline development  

Review question  What methods and processes are proposed in the 

methodological literature for incorporating QES into 

evidence-based health guideline development?  
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Objective  To capture the published and key grey literature that 

describe methods for incorporating QES into evidence-

based health guidelines.   

  

This structured methodological review will capture 

primary data from coding of relevant papers using a 

template approach (described below) focussing on key 

methodological elements of the process:  

• Question design  

• Searching  

• Sifting  

• Coding/data extraction  

• Data synthesis  

• Use of logic models/frameworks  

• Integration with quantitative 

data/reviews  

• Decision making processes  

  

Searches   The following databases will be searched:   

• Embase  

• MEDLINE  

• CINAHL  

• PsycINFO  

  

See appendix B for full search strategies for all 

databases.  

  

Search coverage will be checked using sentinel papers.  

  

Other searches:  

• Google – first six pages  
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• Reference list screening of all included 

papers  

• Citation searching of all included papers  

  

Grey Literature will be included if cited on a reference 

list at screening or identified through the Google 

search.  

  

If less than ten papers are identified by the methods 

above, supplemental searches will be conducted as 

follows:  

• Hand-searching of key journals  

• Opportunistic methods:  

o Websites of research groups 

involved with QES in health or 

guideline development  

o JISCmail QES list  

o Expert consultation  

  

The searches will be re-run 6 months before final 

submission and further papers retrieved for inclusion.  

  

The full search strategies for MEDLINE database and 

full detail of additional and opportunistic searches will 

be published in the final review.  

Condition or domain being 

studied  

  

  

Qualitative evidence synthesis in evidence-based 

health guidelines.  

Target  Inclusion: Papers that describe or propose methods 

and processes for incorporating QES into different 
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kinds of evidence-based health (clinical or public 

health) or social care guideline.  

  

Exclusion:   

• Papers that do not describe a clear, 

extractable methodology or process.   

• Qualitative evidence syntheses 

themselves.  

Content  Formal methods for qualitative evidence synthesis as 

part of the process of producing an evidence-based 

guideline.   

  

For the purposes of this review a qualitative evidence 

synthesis is defined as:   

a process of systematically and transparently 

combining evidence from individual qualitative studies 

to create new understanding by comparing and 

analysing concepts and findings from different sources 

of evidence with a focus on the same topic of interest   

  

An evidence-based guideline is defined as a series of 

statements or recommendations intended to optimise 

care or to inform decisions made by providers and 

service users.  At a minimum:  

• the process should include a 

comprehensive and systematic assessment 

of the best available evidence  

• the evidence should be subject to a 

transparent decision-making process  

• the process should produce statements 

or recommendations, based on 
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interpretation of the evidence (including the 

strength and quality of the evidence) that 

intend to improve care or support health 

decision making.  

  

Comparator/Reference 

standard/Confounding 

factors  

Not applicable  

Types of study to be included  Papers, online sources or monographs that describe or 

prescribe methods for incorporating QES into evidence-

based health guidelines.  

  

Sources must give sufficient detail to allow extraction 

of different stages of the process and the methods 

used in those stages.  

  

  

Other exclusion criteria  

  

• Non-English language  

• Books  

• Theses  

  

Context  

  

Any  

  

Primary outcomes (critical 

outcomes)  

  

Description of the methods used to perform the QES 

and integrate it with other data to inform the decisions 

made, specifically:  

• Question design  

• Searching  

• Sifting  

• Coding/data extraction  

• Data synthesis  
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• Use of logic models/frameworks  

• Integration with quantitative 

data/reviews  

• Decision making processes  

  

  

Secondary outcomes 

(important outcomes)  

• Description of obstacles and challenges  

• Optimal methods  

• Adverse outcomes  

• Other emergent themes  

  

Data extraction (selection and 

coding)  

  

All references identified by the searches and from 

other sources will be uploaded into EPPI reviewer 5 or 

EndNote and de-duplicated.   

The full text of potentially eligible papers will be 

retrieved and will be assessed in line with the criteria 

outlined above.   

Papers suitable for inclusion will be uploaded into 

NVivo 12 and coded as described below  

  

Risk of bias (RoB) (quality) 

assessment  

  

Formal RoB assessment is not applicable since these 

are not primary studies, however the author may 

comment on the design and key weaknesses of 

included papers.  

Strategy for data synthesis   Data will be extracted by open coding in NVivo 12, 

using a template codeset that is designed to capture 

the different methodological stages of guideline 

development and the processes of integrating QES with 

other data to inform healthcare decision making in 

guidelines. Papers will also be coded for emergent 

themes to allow for unanticipated relevant detail to be 
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captured. Further data analysis may take place outside 

of NVivo using Microsoft Office packages.  

Analysis of sub-groups  

  

If there is sufficient consistency of named approaches, 

codes will be grouped by approach to explore whether 

different approaches offer different benefits and 

difficulties.  

  ☐  Diagnostic  

☐  Prognostic  

☒  Qualitative  

☐  Epidemiologic  

☐  Service Delivery  

☐  Other (please specify)  

  

Funding sources/sponsor  

  

  

Conflicts of interest  None  

Dissemination plans    

Keywords  Qualitative evidence synthesis, Clinical guidelines, 

Public health guidelines, Social care guidelines  

Details of existing review of 

same topic by same authors  

None  

  

  

Supplementary file 2: systematic search history  

  

  

Topic/question details:    

What methods and processes are proposed in the methodological literature for 

incorporating QES into evidence-based health guideline development?  
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Databases  Date 

searched  

Version/files  No. retrieved  

Embase (Ovid)  

  

15/8/19  Embase <1996 to 2019 

Week 32>  

3727  

MEDLINE (Ovid)  

  

15/8/19  Ovid MEDLINE(R) <1996 to 

August 13, 2019>  

719  

MEDLINE In-Process (Ovid)  

  

15/8/19  Ovid MEDLINE(R) In-Process 

& Other Non-Indexed 

Citations <1946 to August 

13, 2019>  

63  

CINAHL(EBSCO)  

  

15/8/19  CINAHL 1998 to 2019  884  

PsycINFO (Ovid)  

  

15/8/19  PsycINFO <2002 to August 

Week 1 2019>  

410  

  

Search strategies  

  

Database: MEDLINE  

  

Results: 719  

  

Database: Ovid MEDLINE(R) <1996 to August 13, 2019>  

Search Strategy:  

--------------------------------------------------------------------------------  

1     (("semi-structured" or semistructured or unstructured or informal or "in-depth" or indepth or 

"face-to-face" or  

structured or guide) adj2 (interview* or discussion* or questionnaire*)).tw,kw. (86169)  

2     (focus group* or qualitative or ethnograph* or fieldwork or thematic or phenomenological or 

"grounded theory" or  

"field work" or "key informant").tw,kw. (192379)  

3     interviews as topic/ or focus groups/ or narration/ or qualitative research/ (113878)  

4     1 or 2 or 3 (283347)  

http://ovidsp.uk.ovid.com/
http://ovidsp.uk.ovid.com/
http://ovidsp.uk.ovid.com/
http://search.ebscohost.com/
http://ovidsp.uk.ovid.com/
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5     ("meta-synthesis" or "Meta-synthesis" or "framework synthesis").tw,kw. (687)  

6     exp Review Literature as Topic/ (12145)  

7     (review* or overview*).ti. (304571)  

8     (systematic* adj5 (review* or overview*)).tw. (125996)  

9     (qualitative* adj5 (review* or overview* or synthesis)).tw. (5867)  

10     (integrat* adj3 (research or review* or literature)).tw. (8723)  

11     (pool* adj2 (analy* or data)).tw. (22510)  

12     (handsearch* or (hand adj3 search*)).tw. (7737)  

13     (manual* adj3 search*).tw. (4754)  

14     5 or 6 or 7 or 8 or 9 or 10 or 11 or 12 or 13 (374646)  

15     ((clinical or care*) adj3 pathway*).ti,ab,kw. (8488)  

16     (practice adj3 parameter*).ti,ab,kw. (1186)  

17     (guidance* or guideline*).ti. (64813)  

18     algorithms/ or clinical protocols/ or critical pathway/ or guidelines as topic/ or practice 

guidelines as topic/  

or Health Planning Guidelines/ or practice guideline/ (417898)  

19     Technology Assessment, Biomedical/ (7283)  

20     15 or 16 or 17 or 18 or 19 (448362)  

21     4 and 14 and 20 (752)  

22     limit 21 to english language (719)  

  

  

  

Database: MEDLINE in-Process  

  

Results: 63  

  

Database: Ovid MEDLINE(R) In-Process & Other Non-Indexed Citations <1946 to August 13, 2019>  

Search Strategy:  

--------------------------------------------------------------------------------  

1     (("semi-structured" or semistructured or unstructured or informal or "in-depth" or indepth or 

"face-to-face" or  

structured or guide) adj2 (interview* or discussion* or questionnaire*)).tw,kw. (15764)  
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2     (focus group* or qualitative or ethnograph* or fieldwork or thematic or phenomenological or 

"grounded theory" or  

"field work" or "key informant").tw,kw. (42243)  

3     interviews as topic/ or focus groups/ or narration/ or qualitative research/ (0)  

4     1 or 2 or 3 (50295)  

5     ("meta-synthesis" or "Meta-synthesis" or "framework synthesis").tw,kw. (204)  

6     exp Review Literature as Topic/ (0)  

7     (review* or overview*).ti. (77895)  

8     (systematic* adj5 (review* or overview*)).tw. (30009)  

9     (qualitative* adj5 (review* or overview* or synthesis)).tw. (1472)  

10     (integrat* adj3 (research or review* or literature)).tw. (1866)  

11     (pool* adj2 (analy* or data)).tw. (3849)  

12     (handsearch* or (hand adj3 search*)).tw. (985)  

13     (manual* adj3 search*).tw. (826)  

14     5 or 6 or 7 or 8 or 9 or 10 or 11 or 12 or 13 (89196)  

15     ((clinical or care*) adj3 pathway*).ti,ab,kw. (1682)  

16     (practice adj3 parameter*).ti,ab,kw. (115)  

17     (guidance* or guideline*).ti. (10149)  

18     algorithms/ or clinical protocols/ or critical pathway/ or guidelines as topic/ or practice 

guidelines as topic/  

or Health Planning Guidelines/ or practice guideline/ (38)  

19     Technology Assessment, Biomedical/ (0)  

20     15 or 16 or 17 or 18 or 19 (11920)  

21     4 and 14 and 20 (64)  

22     limit 21 to english language (63)  

  

  

  

  

Database: Embase  

  

Database: Embase <1996 to 2019 Week 32>  

Search Strategy:  

--------------------------------------------------------------------------------  
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1     (("semi-structured" or semistructured or unstructured or informal or "in-depth" or indepth or 

"face-to-face" or  

structured or guide) adj2 (interview* or discussion* or questionnaire*)).tw,kw. (135921)  

2     (focus group* or qualitative or ethnograph* or fieldwork or thematic or phenomenological or 

"grounded theory" or  

"field work" or "key informant").tw,kw. (301375)  

3     exp interview/ or narrative/ or qualitative research/ (291630)  

4     or/1-3 (531073)  

5     (("meta-synthesis" or "Meta-synthesis" or "framework synthesis" or thematic) adj2 

analysis).tw,kw. (22818)  

6     (review* or overview*).ti. (471369)  

7     (systematic* adj5 (review* or overview*)).tw. (204724)  

8     (qualitative* adj5 (review* or overview* or synthesis)).tw. (9247)  

9     (integrat* adj3 (research or review* or literature)).tw. (12772)  

10     (pool* adj2 (analy* or data)).tw. (40771)  

11     (handsearch* or (hand adj3 search*)).tw. (10771)  

12     (manual* adj3 search*).tw. (7033)  

13     or/5-12 (603620)  

14     ((clinical or care*) adj3 pathway*).ti,ab,kw. (18202)  

15     (practice adj3 parameter*).ti,ab,kw. (1947)  

16     (guidance* or guideline*).ti. (102791)  

17     algorithm/ or clinical protocols/ or Health care planning/ or practice guideline/ (753032)  

18     Biomedical Technology Assessment/ (11507)  

19     or/15-18 (796687)  

20     4 and 13 and 19 (3821)  

21     limit 20 to english language (3727)  

  

  

Database: CINAHL  

Interface - EBSCOhost Research Databases   

Search Screen - Advanced Search   

Database - CINAHL   
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#  Query  Results  

S4  S1 AND S2 AND S3  884  

S3  

SYSTEMATIC REVIEW/ OR (review* OR overview*).ti,ab OR (systematic* ADJ5 

(review* OR overview*)).ti,ab OR (qualitative* ADJ5 (review* OR overview* OR 

synthesis)).ti,ab OR (integrat* ADJ3 (research OR review* OR literature)).ti,ab OR 

(pool* ADJ2 (analy* OR data)).ti,ab OR (handsearch* OR (hand ADJ3 

search*)).ti,ab OR (manual* ADJ3 search*).ti,ab  111,849  

S2  

((("semi-structured" OR semistructured OR unstructured OR informal OR "in-

depth" OR indepth OR "face-to-face" OR structured OR guide) ADJ2 (interview* 

OR discussion* OR questionnaire*)).ti,ab OR (focus group* OR qualitative OR 

ethnograph* OR fieldwork OR thematic OR phenomenological OR "grounded 

theory" OR "field work" OR "key informant").ti,ab OR INTERVIEWS/ OR FOCUS 

GROUPS/ OR NARRATIVES/ OR QUALITATIVE STUDIES/ OR (("meta-synthesis" OR 

"Meta-synthesis" OR "framework synthesis" OR thematic) ADJ2 analysis).ti,ab)  336,371  

S1  

(((clinical OR care*) ADJ3 pathway*).ti,ab OR (practice ADJ3 parameter*).ti,ab OR 

(guidance* OR guideline*).ti,ab OR DECISION SUPPORT TECHNIQUES/ OR 

PROTOCOLS/ OR PRACTICE GUIDELINES/ OR (Health technology 

assessment).ti,ab  174,936  

  

  

  

Database: PsycINFO  

Database: PsycINFO <2002 to August Week 1 2019>  

Search Strategy:  

--------------------------------------------------------------------------------  

1     (("semi-structured" or semistructured or unstructured or informal or "in-depth" or indepth or 

"face-to-face" or  

structured or guide) adj2 (interview* or discussion* or questionnaire*)).ti,ab. (76500)  

2     (group* or qualitative or ethnograph* or fieldwork or thematic or phenomenological).ti,ab. 

(672597)  

3     "grounded theory".ti,ab. (13384)  

4     "field work".ti,ab. (445)  

5     "key informant".ti,ab. (1393)  

6     Semi-structured interview/ or focus group interview/ or narrative analysis/ or qualitative 

methods/ (8863)  
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7     or/1-6 (708637)  

8     (("meta-synthesis" or "Meta-synthesis" or "framework synthesis" or thematic) adj2 

analysis).ti,ab. (12331)  

9     exp Literature Review/ (1076)  

10     (review* or overview*).ti. (112644)  

11     (systematic* adj5 (review* or overview*)).ti,ab. (29820)  

12     (qualitative* adj5 (review* or overview* or synthesis)).ti,ab. (3630)  

13     (integrat* adj3 (research or review* or literature)).ti,ab. (8925)  

14     (pool* adj2 (analy* or data)).ti,ab. (2906)  

15     (handsearch* or (hand adj3 search*)).ti,ab. (1177)  

16     (manual* adj3 search*).ti,ab. (905)  

17     or/8-16 (144498)  

18     ((clinical or care*) adj3 pathway*).ti,ab. (2022)  

19     (practice adj3 parameter*).ti,ab. (339)  

20     (guidance* or guideline*).ti. (7644)  

21     treatment guidelines/ (6190)  

22     or/18-21 (13726)  

23     7 and 17 and 22 (445)  

24     limit 23 to english language (410)  

  

  

  

Supplementary Search Techniques:   

  

Google – qualitative synthesis guideline development returned 16 relevant records on the first eight 

pages.  

  

Reference list searching of included papers to be undertaken.  

  

Supplementary file 3: study inclusion checklist  

  

  Author  2000+  QES?  Guidelines?  Methods?  Include?  Refs?  
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1  Booth 2016  Y  Y  Y  Y  Y  0  

2  Campbell 2011  Y  Y  N  Y  N  NA  

3  Carroll 2017  Y  Y  Y  Y  Y  0  

4  Cowles 2017  Y  N  Y  Y  N  NA  

5  DeJean 2016  Y  Y  N  N  N  NA  

6  Dixon-Woods 

2001  

Y  Y   N  Y  N  NA  

7  Downe 2019  Y  Y  Y  Y  Y  1  

8  Eakin 2003  Y  Y  N  N  N  NA  

9  Fadlallah 2019  Y  N  N  Y  N   NA  

10  Flemming 2019  Y  Y  Y  Y  Y  1  

11  Florez 2018  Y  N  Y  Y  N  NA  

12  Gargon 2017  Y  N  Y  N  N  NA  

13  Glenton 2016  Y  Y  Y  Y  Y  0  

14  Glenton 2019  Y  Y  Y  Y  Y  0  

15  Gould 2010  Y  Y  Y  Y  Y  0  
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16  Grant 2018  Y  N  Y  Y  N  NA  

17  Grummer-

Strawn 2018  

Conference abstract  N  NA  

18  Hansen 2011  Y  Y  Y  Y  Y  0  

19  Harden 2017  Y  Y  N  Y  N  NA  

20  Huls 2018  Conference abstract  N  NA  

21  Kelson 2015  Y  N  Y  N  N  NA  

22  Knaapen 2015  Y  Y  Y  Y  Y  1  

23  Korhonen 2013  Y  Y  N  Y  N  NA  

24  Krahn 2008  Y  N  Y  N  N  NA  

25  Kristensen 2007  Y  Y  Y  Y  Y  0  

26  Langlois 2018  Y  Y  Y  N  N  NA  

27  Lewin 2015  Y  Y  Y  N  N  NA  

28  Lewin 2018  Y  Y  Y  Y  Y  0  

29  Lewin 2019  Y  Y  Y  Y  Y  0  

30  Li 2015  Y  N  Y  Y  N  NA  
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31  Longworth 2011  Y  N  Y  N  N  NA  

32  McPherson 

2018  

Y  N  Y  N  N  NA  

33  Murphy 1998  N  N  Y  Y  N  NA  

34  NICE Manual 

2018  

Y  Y  Y  Y  Y  0  

35  Noyes 2019  Y  N  Y  Y  N  NA  

36  Opiyo 2013  Y  N  Y  Y  N  NA  

37  Pope 2002  Y  N  Y  Y  N  NA  

38  Ring 2010  Y  Y  Y  Y  Y  1  

39  Ring 2011  Y  Y  Y  Y  Y  0  

40  Roddis 2018  Y  N  Y  N  N  NA  

41  Roddis 2019  Y  Y  Y  N  N  NA  

42  Rosedale 2012  Y  N  N  Y  N  NA  

43  Saunders 2015  Y  N  N  N  N  NA  

44  SBU qual 

methods Hbk   

Y  Y  Y  Y  Y  0  

45  Schünemann 

2006  

Y  N  Y  N  N  NA  
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46  Staniszwewska 

2014  

Y  N  Y  Y  N  NA  

47  Sundberg 2017  Y  N  Y  N  N  NA  

48  Tan 2009  Y  Y  Y  Y  Y  0  

49  Tong 2014  Y  Y  N  Y  N  NA  

50  Van Wesel 2014  Y  Y  N  Y  N  NA  

51  Weich 2018  Y  N  Y  N  N  NA  

52  Wieringa 2018  Y  N  Y  N  N  NA  

53  Zhang 2017  Y  N  Y  N  N  NA  

Key [shaded papers are included in the analysis]  

2000+ - Is the paper published after 2000?  

QES – does the paper discuss synthesis or review of qualitative evidence?  

Guidelines – does the paper refer specifically to guideline development (or can it be assumed)?  

Methods – is there extractable methodological detail?  

Refs – number of additional possible includes identified from reference list of paper.  

  

  

Supplementary file 4: Summary of included papers  

Author  Type of paper  Summary  

Booth 2016  Guidance  A report funded by the EU as part of a series on 

evaluating complex interventions (‘integrate-

HTA’).  

The guidance document sets out a framework to 

enable reviewers to choose between different QES 
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methods depending on the question they are 

asking.  

Carroll 2017  BMJ Analysis  The analysis focusses on the need for successful 

guidelines to reflect patient views and argues that 

qualitative evidence is a key way to do this.  

The paper is not primarily a detailed 

methodological paper but contains some 

extractable methodological detail.  

Downe 2019  Research article  The first in a series of three papers that have been 

written by a group of methodologists working with 

the WHO on guidelines that integrated QES. The 

authors examine the use of QES in developing 

clinical and health systems guidelines.  

Flemming 2019  Analysis  This paper presents an overview of the ways QES 

can be used to address complex interventions.  

Glenton 2016  Manual/handbook  Chapter 15 of the WHO handbook for guideline 

development specifically about using evidence 

from qualitative research to develop WHO 

guidelines.  

Glenton 2019  Research article  The third in a series of three papers describing the 

use of QES to inform the development of clinical 

and health systems guidelines by a team of 

methodologists who have worked with WHO. The 

WHO is increasingly using evidence derived from 

QES to provide information on acceptability and 

feasibility in its guidelines.  

Gould 2010   Methodological 

report  

Gould describes qualitative work done to support 

the production of two social care guidelines by the 

UK National Institute for Health and Care 

Excellence (NICE). 
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Hansen 2011  Methodological 

report  

This article focuses on qualitative research 

synthesis in eliciting patients’ perspectives as part 

of the growing drive to include patient views in 

policy and HTA.  

Knaapen 2015  Toolkit (chapter)  Chapter 2 of a GIN toolkit on patient and public 

involvement in guidelines. It contains practical 

ideas about how to conduct a qualitative evidence 

synthesis as part of the guideline development 

process.   

Kristensen 2007  Manual/handbook  The 2007 updated edition of the Health Technology 

Assessment Handbook that was issued by the 

Danish National Board of Health in 2001 as part of 

the fulfilment of the National Strategy for HTA. 

Contains some general detail about QES and also a 

specific chapter on assessment and syntheses [sic] 

of qualitative studies (s.4.2).  

Lewin 2018  Commentary  Argues that the development of more robust 

(transparent) methods and tools for QES has 

widened the opportunities for QES to be used to 

inform health guidelines (in the context of the 

WHO).  

Lewin 2019  Research article  This is the second in a series of three papers 

written by methodologists working with the WHO 

that examines the use of QES in developing clinical 

and health system guidelines. It specifically 

discusses using qualitative findings as part of 

Evidence-to-Decision frameworks.  

  

NICE Manual 

2018  

Manual  The process manual used by NICE to produce 

clinical guidelines. The NICE manual includes details 
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of synthesis for all the types of evidence it uses, not 

just qualitative evidence.  

Ring 2010  Guidance  Guidance from NHS Quality Improvement Scotland 

about the various methods of QES that could be 

used in HTA.   

Ring 2011  Research article  The authors conducted a systematic search to 

identify QES and reflect on the methodological 

approach used.  

Swedish Agency 

for Health 

Technology 

Assessment and 

Assessment of 

Social Services 

(SBU) 2016  

Manual  Swedish agency for health technology assessment 

manual for evaluating and synthesising qualitative 

material.  

Tan 2009  Evidence utilisation 

report  

Describes the use of qualitative research as 

evidence in a national clinical guideline program 

(National Institute for Health and Clinical 

Excellence – NICE, UK). 
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Supplementary file 5: included papers – full references  

 

Booth, A., Noyes J, Flemming K, Gerhardus, A., Wahlster, P., Van Der Wilt, G.J., Mozygemba, 

K., Refolo, P., Sacchini, D., Tummers, M., Rehfuess E (2016) Guidance on choosing 

qualitative evidence synthesis methods for use in health technology assessments of 

complex interventions.  
 
Carroll, Christopher (2017) Qualitative evidence synthesis to improve implementation of 

clinical guidelines. BMJ (Clinical research ed.) 356: j80.  
 
Downe, Soo, Finlayson, Kenneth W, Lawrie, Theresa A et al. (2019) Qualitative Evidence 

Synthesis (QES) for Guidelines: Paper 1 - Using qualitative evidence synthesis to inform 

guideline scope and develop qualitative findings statements. Health research policy and 

systems 17(1): 76.  
 
Flemming, Kate, Booth, Andrew, Garside, Ruth et al. (2019) Qualitative evidence synthesis 

for complex interventions and guideline development: clarification of the purpose, designs 

and relevant methods. BMJ global health 4(suppl1): e000882.  
 
Glenton C, Lewin S, Lawrie TA et al. (2019) Qualitative Evidence Synthesis (QES) for 

Guidelines: Paper 3 - Using qualitative evidence syntheses to develop implementation 

considerations and inform implementation processes. Health research policy and systems 

17(1): 74  
 
Glenton, C; Lewin, S; Norris, SL (2016) Using evidence from qualitative research to develop 

WHO guidelines (Chapter 15). World Health Organization Handbook for Guideline 

Development. 2nd ed. Geneva: WHO.  
 
Gould, Nick (2010) Integrating qualitative evidence in practice guideline development: 

Meeting the challenge of evidence-based practice for social work. Qualitative Social Work: 

Research and Practice 9(1): 93-109.  
 
Hansen H.P.; Draborg E.; Kristensen F.B. (2011) Exploring qualitative research synthesis: The 

role of patient’s perspectives in health policy design and decision making. Patient 4(3): 143-

152.  
 
Knaapen, Loes, Colvin, Christopher J, Cowl, Jane et al. How to include qualitative research 

on patient views in guidelines (2015). GIN Public Toolkit: 28  
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Kristensen FB & Sigmund H (ed.) (2007) Health Technology Assessment Handbook 

(https://www.sst.dk/~/media/ECAAC5AA1D6943BEAC96907E03023E22.ashx [accessed 

08/09/19]).  
 
Lewin, Simon and Glenton, Claire (2018) Are we entering a new era for qualitative research? 

Using qualitative evidence to support guidance and guideline development by the World 

Health Organization. International journal for equity in health 17(1): 126  

Lewin, Simon, Glenton, Claire, Lawrie, Theresa A et al. (2019) Qualitative Evidence Synthesis 

(QES) for Guidelines: Paper 2 - Using qualitative evidence synthesis findings to inform 

Evidence-to-Decision frameworks and recommendations. Health research policy and 

systems 17(1): 75  
 
National Institute for Health and Care Excellence (2018) Developing NICE guidelines: the 

manual.( https://www.nice.org.uk/process/pmg20/chapter/introduction-and-overview 

[accessed 08/09/19]).  
 
Ring N, Ritchie K, Mandava L JR (2010) A guide to synthesising qualitative research for 

researchers undertaking health technology assessments and systematic reviews.  
 
Ring, Nicola; Jepson, Ruth; Ritchie, Karen (2011) Methods of synthesizing qualitative 

research studies for health technology assessment. International journal of technology 

assessment in health care 27(4): 384-90.  
 
Swedish Agency for Health Technology Assessment and Assessment of Social Services (SBU) 

(2016) Evaluation and synthesis of studies using qualitative methods of analysis. Stockholm: 

Swedish Agency for Health Technology Assessment and Assessment of Social Services (SBU); 

2016.(https://www.sbu.se/globalassets/ebm/metodbok/sbuhandbook_qualitativemethods

ofanalysis.pdf [accessed 08/09/19]).  
 
Tan, Toni P Y; Stokes, Tim; Shaw, Elizabeth J (2009) Use of qualitative research as evidence 

in the clinical guideline program of the National Institute for Health and Clinical Excellence. 

International journal of evidence-based healthcare 7(3): 169-72.  

  

  

https://www.sst.dk/~/media/ECAAC5AA1D6943BEAC96907E03023E22.ashx
https://www.nice.org.uk/process/pmg20/chapter/introduction-and-overview
https://www.sbu.se/globalassets/ebm/metodbok/sbuhandbook_qualitativemethodsofanalysis.pdf
https://www.sbu.se/globalassets/ebm/metodbok/sbuhandbook_qualitativemethodsofanalysis.pdf
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Supplementary file 6: papers excluded at full text  

Study  Code [Reason]  

Campbell R, Pound P, Morgan M et al. (2011) Evaluating meta-ethnography: 

systematic analysis and synthesis of qualitative research. Health technology 

assessment (Winchester, England) 15(43): 1-164  

- Not about guidelines  

[Mentions usefulness to HTA 

but doesn’tdoesn’t actually 

discuss this.]  

  

Cowles, Emma, Marsden, Grace, Cole, Amanda et al. (2017) A Review of NICE 

Methods and Processes Across Health Technology Assessment Programmes: 

Why the Differences and What is the Impact? Applied health economics and 

health policy 15(4): 469-477  

- Not about QES  

  

DeJean, Deirdre, Giacomini, Mita, Simeonov, Dorina et al. (2016) Finding 

Qualitative Research Evidence for Health Technology Assessment. Qualitative 

health research 26(10): 1307-17  

- Not about guidelines  

  

- No extractable methods  

  

Dixon-Woods M.; Fitzpatrick R.; Roberts K. (2001) Including qualitative 

research in systematic reviews: Opportunities and problems. Journal of 

Evaluation in Clinical Practice 7(2): 125-133  

- Not about guidelines  

  

Eakin, Joan M and Mykhalovskiy, Eric (2003) Reframing the evaluation of 

qualitative health research: reflections on a review of appraisal guidelines in 

the health sciences. Journal of evaluation in clinical practice 9(2): 187-94  

- No extractable methods  

  

- Not about guidelines  

  

Fadlallah, Racha, El-Jardali, Fadi, Nomier, Mohamed et al. (2019) Using 

narratives to impact health policy-making: a systematic review. Health 

Research Policy & Systems 17(1)  

- Not about QES  

  

- Not about guidelines  

  

Florez, Ivan D, Morgan, Rebecca L, Falavigna, Maicon et al. (2018) 

Development of rapid guidelines: 2. A qualitative study with WHO guideline 

developers. Health research policy and systems 16(1): 62  

- Not about QES  

  

Gargon, Elizabeth; Williamson, Paula R; Young, Bridget (2017) Improving core 

outcome set development: qualitative interviews with developers provided 

pointers to inform guidance. Journal of clinical epidemiology 86: 140-152  

- Not about QES  

  

- No extractable methods  

  

Grant, Sean, Hazlewood, Glen S, Peay, Holly L et al. (2018) Practical 

Considerations for Using Online Methods to Engage Patients in Guideline 

Development. The patient 11(2): 155-166  

- Not about QES  

[Not about using QES for 

guideline development.]  
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Grummer-Strawn L.M. (2018) Development of evidence-based guidelines at 

the World Health Organization: A case-study of the ten steps to successful 

breastfeeding. Breastfeeding Medicine 13(7): a-3  

- Conference abstract  

  

Harden, Angela, Thomas, James, Cargo, Margaret et al. (2018) Cochrane 

Qualitative and Implementation Methods Group guidance series-paper 5: 

methods for integrating qualitative and implementation evidence within 

intervention effectiveness reviews. Journal of clinical epidemiology 97: 70-78  

- Not about guidelines  

  

Huls S.P., Whichello C., van Exel N.J. et al. (2018) PATIENT PREFERENCES IN 

HEALTH TECHNOLOGY ASSESSMENT: A SYSTEMATIC REVIEW AND RESEARCH 

AGENDA. Value in Health 21(supplement3): 325  

- Conference abstract  

  

Kelson, Marcia, Akl, Elie A, Bastian, Hilda et al. (2012) Integrating values and 

consumer involvement in guidelines with the patient at the center: article 8 in 

Integrating and coordinating efforts in COPD guideline development. An 

official ATS/ERS workshop report. Proceedings of the American Thoracic 

Society 9(5): 262-8  

- Not about QES  

  

- No extractable methods  

  

Korhonen, Anne, Hakulinen-Viitanen, Tuovi, Jylhä, Virpi et al. (2013) Meta-

synthesis and evidence-based health care - a method for systematic review. 

Scandinavian Journal of Caring Sciences 27(4): 1027-1034  

- Not about guidelines  

  

Krahn, Murray and Naglie, Gary (2008) The next step in guideline 

development: incorporating patient preferences. Jama 300(4): 436-438  

- No extractable methods  

  

- Not about QES  

  

Langlois, Etienne V, Tunçalp, Özge, Norris, Susan L et al. (2018) Qualitative 

evidence to improve guidelines and health decision making. Bulletin of the 

World Health Organization 96(2): 79  

- No extractable methods  

  

Lewin, Simon, Glenton, Claire, Munthe-Kaas, Heather et al. (2015) Using 

qualitative evidence in decision making for health and social interventions: an 

approach to assess confidence in findings from qualitative evidence syntheses 

(GRADE-CERQual). PLoS medicine 12(10): e1001895  

- No extractable methods  

  

Li Y., Yu J., Du L. et al. (2015) Exploration and practice of methods and 

processes of evidence-based rapid review on peer review of WHO EML 

application. Journal of Evidence-Based Medicine 8(4): 222-228  

- Not about QES  

  

Longworth, Louise, Sculpher, Mark J, Bojke, Laura et al. (2011) Bridging the 

gap between methods research and the needs of policy makers: a review of 

the research priorities of the National Institute for Health and Clinical 

Excellence. International journal of technology assessment in health care 

27(2): 180-7  

- Not about QES  

  

- No extractable methods  
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McPherson S., Rost F., Town J. et al. (2018) Epistemological flaws in NICE 

review methodology and its impact on recommendations for psychodynamic 

psychotherapies for complex and persistent depression. Psychoanalytic 

Psychotherapy 32(2): 102-121  

- Not about QES  

  

- No extractable methods  

  

Murphy, E, Dingwall, R, Greatbatch, D et al. (1998) Qualitative research 

methods in health technology assessment: a review of the literature. Health 

technology assessment (Winchester, England) 2(16): iii-274  

- Pre-2000  

  

- Not about QES  

  

Noyes, Jane, Booth, Andrew, Moore, Graham et al. (2019) Synthesising 

quantitative and qualitative evidence to inform guidelines on complex 

interventions: clarifying the purposes, designs and outlining some methods. 

BMJ global health 4(suppl1): e000893  

- Not about QES  

  

Opiyo, Newton, Shepperd, Sasha, Musila, Nyokabi et al. (2013) Comparison of 

alternative evidence summary and presentation formats in clinical guideline 

development: a mixed method study. PloS one 8(1): e55067  

- Not about QES  

  

Pope, Catherine; Van Royen, Paul; Baker, Richard (2002) Qualitative methods 

in research on healthcare quality. BMJ Quality & Safety 11(2): 148-152  

- Not about QES  

  

Richter Sundberg, Linda; Garvare, Rickard; Nystrom, Monica Elisabeth (2017) 

Reaching beyond the review of research evidence: a qualitative study of 

decision making during the development of clinical practice guidelines for 

disease prevention in healthcare. BMC health services research 17(1): 344  

- Not about QES  

  

- No extractable methods  

  

Ring N, Ritchie K, Mandava L JR (2010) A guide to synthesising qualitative 

research for researchers undertaking health technology assessments and 

systematic reviews  

- Duplicate reference  

  

Roddis, Jennifer Karen, Liversedge, Hannah L, Ryder, Isobel et al. (2018) 

Incorporating the patient experience into clinical guidelines: 

recommendations for researchers and guideline developers. BMJ evidence-

based medicine: bmjebm-2018  

- No extractable methods  

  

Rosedale, Mary, Malaspina, Dolores, Malamud, Daniel et al. (2012) Developing 

patient-centered treatment protocols in brain stimulation: a rationale for 

combining quantitative and qualitative approaches in persons with HIV. 

Journal of the American Psychiatric Nurses Association 18(3): 166-74  

- Not about QES  

  

- Not about guidelines  

  

Saunders, Hannele (2015) Translating knowledge into best practice care 

bundles: a pragmatic strategy for EBP implementation via moving 

postprocedural pain management nursing guidelines into clinical practice. 

Journal of clinical nursing 24(1314): 2035-51  

- Not about QES  

  

- Not about guidelines  

  

- No extractable methods  
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Schünemann, Holger J; Fretheim, Atle; Oxman, Andrew D (2006) Improving the 

use of research evidence in guideline development: 10. Integrating values and 

consumer involvement. Health research policy and systems 4(1): 22  

- Not about QES  

  

Staniszewska, Sophie, Boardman, Felicity, Gunn, Lee et al. (2014) The Warwick 

Patient Experiences Framework: patient-based evidence in clinical guidelines. 

International Journal for Quality in Health Care: journal of the International 

Society for Quality in Health Care 26(2): 151-7  

- Not about QES  

  

Tong A., Palmer S., Craig J.C. et al. (2016) A guide to reading and using 

systematic reviews of qualitative research. Nephrology Dialysis 

Transplantation 31(6): 897-903  

- Not about guidelines  

  

van Wesel, Floryt, Alisic, Eva, Boeije, Hennie et al. (2014) Using qualitative 

evidence to optimize child PTSD treatment guidelines. Psychological Trauma: 

Theory, Research, Practice, and Policy 6(5): 546-554  

- Not about guidelines  

  

Weich S, Fenton SH, Bhui K et al. Realist Evaluation of the Use of Patient 

Experience Data to Improve the Quality of Inpatient Mental Health Care 

(EURIPIDES) in England: study protocol. BMJ open 8(6): e021013  

- No extractable methods  

  

- Not about QES  

  

Wieringa, Sietse, Dreesens, Dunja, Forland, Frode et al. (2018) Different 

knowledge, different styles of reasoning: a challenge for guideline 

development. BMJ evidence-based medicine 23(3): 87-91  

- Not about QES  

  

- No extractable methods  

  

Zhang, Yuan, Coello, Pablo Alonso, Brozek, Jan et al. (2017) Using patient 

values and preferences to inform the importance of health outcomes in 

practice guideline development following the GRADE approach. Health and 

quality of life outcomes 15(1): 52  

- Not about QES  

  

- No extractable methods  
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APPENDIX F: ENTREQ CRITERIA, DESCRIPTIONS AND CODING 

RULES 

 

Table 17: Coding rules for specific ENTREQ criteria 

Item Guide and description Specific rules for this analysis. 

Criteria were marked as met if the 

QES did the following 

Aim State the research question the 

synthesis addresses.  

Stated the review question to be 

addressed. 

Title & Synthesis 

methodology 

Identify the synthesis methodology 

or theoretical framework which 

underpins the synthesis and describe 

the rationale for choice of 

methodology (e.g. meta-

ethnography, thematic synthesis, 

critical interpretive synthesis, 

grounded theory synthesis, realist 

synthesis, meta-aggregation, meta-

study, framework synthesis). 

Specified a methodology beyond 

noting that the methods set out in 

the NICE guideline manual had been 

followed or that ‘thematic synthesis 

was undertaken’. Detailed exposition 

of methods was not required. 

Approach to 

searching 

Indicate whether the search was pre-

planned (comprehensive search 

strategies to seek all available 

studies) or iterative (to seek all 

available concepts until theoretical 

saturation is achieved). 

No additional interpretation. 

Inclusion criteria Specify the inclusion/exclusion 

criteria (e.g. in terms of population, 

language, year limits, type of 

publication, study type). 

No additional interpretation. 

Data sources Describe the information sources 

used (e.g. electronic databases 

(MEDLINE, EMBASE, CINAHL, 

No additional interpretation. 



QES in Guidelines 

274 | P a g e  
 

PsychINFO, Econlit), grey literature 

databases (digital thesis, policy 

reports), relevant organisational 

websites, experts, information 

specialists, generic web searches 

(Google Scholar), hand-searching, 

reference lists) and when the 

searches were conducted; provide 

the rationale for using the data 

sources. 

Electronic Search 

strategy 

Describe the literature search (e.g. 

provide electronic search strategies 

with population terms, clinical or 

health topic terms, experiential or 

social phenomena related terms, 

filters for qualitative research and 

search limits). 

No additional interpretation. 

Study screening 

methods 

Describe the process of study 

screening and sifting (e.g. title, 

abstract and full text review, number 

of independent reviewers who 

screened studies). 

Description of process of sifting titles 

and abstracts then full text review 

sufficient for mark.  

Study 

characteristics 

Present the characteristics of the 

included studies (e.g. year of 

publication, country, population, 

number of participants, data 

collection, methodology, analysis, 

research questions). 

If evidence tables were present in the 

review, then this was considered to 

meet this criterion. 

Study selection 

results 

Identify the number of studies 

screened and provide reasons for 

study exclusion (e.g. for 

comprehensive searching, provide 

numbers of studies screened and 

reasons for exclusion indicated in a 

Presence of a PRISMA style flowchart 

for study selection was considered 

sufficient for this criterion. 
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figure/flowchart; for iterative 

searching describe reasons for study 

exclusion and inclusion based on 

modifications to the research 

question and/or contribution to 

theory development). 

Rationale for 

appraisal 

Describe the rationale and approach 

used to appraise the included studies 

or selected findings (e.g. assessment 

of conduct (validity and robustness), 

assessment of reporting 

(transparency), assessment of 

content and utility of the findings). 

No additional interpretation. 

Appraisal items State the tools, frameworks and 

criteria used to appraise the studies 

or selected findings (e.g. Existing 

tools: CASP, QARI, COREQ; reviewer 

developed tools; describe the 

domains assessed: research team, 

study design, data analysis and 

interpretations, reporting). 

Statement of critical appraisal tool 

used, or description of alternative 

critical appraisal process considered 

sufficient. 

Appraisal process Indicate whether the appraisal was 

conducted independently by more 

than one reviewer and if consensus 

was required. 

No additional interpretation. 

Appraisal results Present results of the quality 

assessment and indicate which 

articles, if any, were 

weighted/excluded based on the 

assessment and give the rationale. 

Presence of critical appraisal 

assessment in evidence table or 

summary of studies table considered 

sufficient. 

Data extraction Indicate which sections of the 

primary studies were analysed and 

how were the data extracted from 

the primary studies? (e.g. all text 

No additional interpretation. 
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under the headings “results 

/conclusions” were extracted 

electronically and entered into a 

computer software). 

Software State the computer software used, if 

any. 

No additional interpretation. 

Number of 

reviewers 

Identify who was involved in coding 

and analysis.  

No additional interpretation. 

Coding Describe the process for coding of 

data (e.g. line by line coding to 

search for concepts). 

No additional interpretation. 

Study 

comparison 

Describe how were comparisons 

made within and across studies (e.g. 

subsequent studies were coded into 

pre-existing concepts, and new 

concepts were created when deemed 

necessary). 

Presence of a logic model, theme 

map or similar was considered 

sufficient. 

Derivation of 

themes 

Explain whether the process of 

deriving the themes or constructs 

was inductive or deductive. 

No additional interpretation. 

Quotations Provide quotations from the primary 

studies to illustrate 

themes/constructs and identify 

whether the quotations were 

participant quotations or the 

author’s interpretation.  

No additional interpretation. 

Synthesis output Present rich, compelling and useful 

results that go beyond a summary of 

the primary studies (e.g. new 

interpretation, models of evidence, 

conceptual models, analytical 

framework, development of a new 

theory or construct). 

No additional interpretation. 
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APPENDIX G: R CODE USED TO GENERATE FIGURES 

R code (RStudio version 1.3.1056) used to generate figures 6, 8 and 9. Other figures were 

generated in Microsoft Excel (Microsoft Office Professional Plus 2019). 

Figure 3, Figure 4 and Figure 5 were produced in excel from the data spreadsheet using inbuilt 

excel functions. 

For Figure 6 the following code was used on the ‘mean ENTREQ by centre/year’ 

supplementary spreadsheet 

library(ggplot2) 

library(readxl) 

#mean ENTREQ score by year across different centres 

mean_entreq_by_year <- read_excel("mean entreq by year.xlsx",  

+ col_types = c("character", "numeric", "numeric")) 

View(mean_entreq_by_year)  

df<- mean_entreq_by_year  

ggplot( df, aes( x = Year, y = Mean ) ) +  

geom_bar( stat = "identity" ) +  

facet_wrap( ~ Centre ) + 

ylab(“mean ENTREQ score out of 21”) 

 

For Figure 7 the following code was used on the ‘clean data’ supplementary spreadsheet 

available at https://bmcmedresmethodol.biomedcentral.com/articles/10.1186/s12874-022-

01743-1#data-availability  

library(tidyverse) 

https://bmcmedresmethodol.biomedcentral.com/articles/10.1186/s12874-022-01743-1#data-availability
https://bmcmedresmethodol.biomedcentral.com/articles/10.1186/s12874-022-01743-1#data-availability
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df<-Clean_data_for_R_v_1_0 

  # plot of median ENTREQ score by authoring centre 

At<- ggplot(df, aes(x=Author, y=Total))+ 

  geom_boxplot() 

At+ 

  geom_jitter(shape=16, position=position_jitter(0.2))+ 

  labs(x="Author of QES", y="Total ENTREQ score", title= "Median ENTREQ score by 

author of QES", subtitle= "Dots represent individual scores") 

#End 
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APPENDIX H: CONSOLIDATED CRITERIA FOR REPORTING 

QUALITATIVE STUDIES (COREQ): 32-ITEM CHECKLIST 

This checklist pertains to the primary qualitative study reported in Chapters 4 and 5. 

Developed from:  

Tong A, Sainsbury P, Craig J. Consolidated criteria for reporting qualitative research 

(COREQ): a 32-item checklist for interviews and focus groups. International Journal for 

Quality in Health Care. 2007. Volume 19, Number 6: pp. 349 – 357  

 

Table 18: COREQ checklist 

No. Item  

 

Guide questions/description Reported in (Chapter 

and section) 

Domain 1: Research team and reflexivity  

Personal characteristics  

1. Interviewer/facilitator Which author/s conducted the interview 

or focus group?  

Implicit – PhD thesis 

2. Credentials What were the researcher’s credentials? 

E.g. PhD, MD  

Implicit – PhD thesis 

3. Occupation What was their occupation at the time of 

the study?  

Ch 4, reflexivity 

statement, Personal 

background and 

positioning 

4. Gender Was the researcher male or female?  Ch 4, reflexivity 

statement, Personal 
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background and 

positioning 

5. Experience and training What experience or training did the 

researcher have?  

Ch 1 Introduction 

Ch 4, reflexivity 

statement, Personal 

background and 

positioning. 

Relationship with participants  

6. Relationship established Was a relationship established prior to 

study commencement?  

Ch 4- Interactions 

with participants 

7. Participant knowledge 

of the interviewer  

What did the participants know about the 

researcher? e.g. personal goals, reasons 

for doing the research  

Ch 4- Interactions 

with participants. 

Participant in 

formation sheet 

(appendices) 

8. Interviewer 

characteristics 

What characteristics were reported about 

the interviewer/facilitator? e.g. Bias, 

assumptions, reasons and interests in the 

research topic  

Ch 4 – reflexivity 

section 
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Domain 2: study design  

Theoretical framework  

9. Methodological 

orientation and Theory  

What methodological orientation was 

stated to underpin the study? e.g. 

grounded theory, discourse analysis, 

ethnography, phenomenology, content 

analysis  

Ch 4 -Background to 

the qualitative study 

Ch 4 – research 

design 

Participant selection  

10. Sampling How were participants selected? e.g. 

purposive, convenience, consecutive, 

snowball  

Ch 4 - participants 

11. Method of approach How were participants approached? e.g. 

face-to-face, telephone, mail, email  

Ch 4 – recruitment 

process 

12. Sample size How many participants were in the study?  Ch 5 - participants 

13. Non-participation How many people refused to participate 

or dropped out? Reasons?  

Ch 5 - participants 

Setting 

14. Setting of data 

collection 

Where was the data collected? e.g. home, 

clinic, workplace  

Ch 4 – data collection 

methods 

15. Presence of non-

participants 

Was anyone else present besides the 

participants and researchers?  

Ch 4 – data collection 

methods 

16. Description of sample What are the important characteristics of 

the sample? e.g. demographic data, date  

Ch 4 – participants, 

Ch 5 - participants 

Data collection  
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17. Interview guide Were questions, prompts, guides 

provided by the authors? Was it pilot 

tested?  

Ch 4 – Topic guide 

18. Repeat interviews Were repeat interviews carried out? If 

yes, how many?  

Ch 5 - Participants 

19. Audio/visual recording Did the research use audio or visual 

recording to collect the data?  

Ch 4 – data recording 

and transcription 

20. Field notes Were field notes made during and/or 

after the interview or focus group? 

Ch 4 – data recording 

and transcription 

21. Duration What was the duration of the interviews 

or focus group?  

Ch 5 - Participants 

22. Data saturation Was data saturation discussed?  Ch 4 – research 

design 

23. Transcripts returned Were transcripts returned to participants 

for comment and/or correction?  

Ch 5 - Participants 

Domain 3: analysis and findings  

Data analysis  

24. Number of data coders How many data coders coded the data?  Implicit – PhD thesis 

25. Description of the 

coding tree 

Did authors provide a description of the 

coding tree?  

Ch 4 – data analysis 

26. Derivation of themes Were themes identified in advance or 

derived from the data?  

 

Ch 4 – data analysis 

27. Software What software, if applicable, was used to 

manage the data?  

Ch 4 – data analysis 
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28. Participant checking Did participants provide feedback on the 

findings?  

Ch 5 - Participants 

Reporting  

29. Quotations presented Were participant quotations presented to 

illustrate the themes/findings? Was each 

quotation identified? e.g. participant 

number  

 

Ch 5 throughout 

30. Data and findings 

consistent 

Was there consistency between the data 

presented and the findings?  

Ch 5 throughout 

31. Clarity of major 

themes 

Were major themes clearly presented in 

the findings?  

Ch 5 throughout 

32. Clarity of minor 

themes 

Is there a description of diverse cases or 

discussion of minor themes?  

Ch 5 throughout 
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APPENDIX I: PARTICIPANT INFORMATION SHEET 

 

Participant Information Sheet [24/02/2021] 

Research project: Using qualitative research to 

make guideline recommendations 

You are being invited to take part in a research project. Before you decide whether or not to 

take part, it is important for you to understand why the research is being done and what it 

will involve. Please take time to read this information sheet carefully and discuss it with 

others if you want. Ask me if you have any questions.  

What is the research about? 

NICE guideline committees use different kinds of evidence to make decisions about what 

they want to recommend. One of the kinds of evidence is a qualitative evidence synthesis 

(that draws together and summarises evidence from qualitative research studies). This 

research is interested in what part (if any) qualitative evidence synthesis plays in informing 

decisions about recommendations. 

1. Why are you asking me? 

• I am asking people on committees that are looking at research evidence which 

includes qualitative evidence syntheses whether I can observe a meeting where you 

are in attendance. 

• In addition, I am asking a small sample of people from each of the committees to 

take part in an online interview to talk about their experience of using qualitative 
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evidence on the committee, whether it was useful or not, and if and how it 

influenced the recommendations made. I will be interviewing 12 people in total. 

• I am seeking to interview clinicians, lay-people and other professionals. People will 

be chosen by role to maximise the diversity of viewpoints in the sample. 

2. Do I have to take part? 

It is up to you to decide whether or not to take part. If you do decide to take part you will be 

given this information sheet to keep (and be asked to sign a consent form). 

It will not be possible to withdraw from the observation once it has taken place. This is 

because the notes I take will not identify you or your specific contribution.  

If you have been interviewed and later wish to withdraw from the research, please contact 

me (details below).  

If you wish to withdraw, please let me know as soon as possible (within one month) because 

if I have already analysed the data, I can’t take out anything you have told me. 

3. What do I have to do? 

If I am observing a committee meeting that you are attending then you do not have to do 

anything more than you would normally do at a committee meeting. I will have my camera 

and microphone switched off and will not take part in the meeting at all. I will be making 

notes about the way the committee discuss the evidence and use it in recommendations. 

You will be asked to formally consent to this prior to the committee meeting. 

I am also trying to find a few people (4 people from each committee) to be interviewed. If 

you tick the box on your consent form that you would be willing to be interviewed then I 

may ask you for an interview. Most committee members will not be asked for an interview 

as I only need a small number of people. If I do take you up on your offer to be interviewed 

then I will email you so that we can arrange a mutually convenient time for us to conduct 

the interview. The interview will be done online via Google Meet. I can help you to use it if 

you have not done so before. It does not require you to download or install any software 

onto your computer or smartphone. 
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During the interview we will have a discussion about your experience of using qualitative 

research in committee meetings. I will send you a list of the topics that I would like us to 

discuss in advance of the interview so you have plenty of time to think about it, but you will 

also have plenty of opportunity to tell me about anything else that you think is important.  

• The interview will last around 45 minutes to 1 hour.  

I am only interested in your experience of using qualitative evidence in the committee 

meeting. I won’t ask you any questions about the committee and your views of how it is run, 

or about any other members. 

4. Is there any risk from taking part? 

I do not expect there to be any risks from taking part. If you are a lay-member, and take part 

in an interview, it is possible that talking about committee decisions that relate to a 

condition that you have experienced or are living with might upset you. If you become upset 

I will stop and ask if you would like a break, or to stop the interview.  

5. Are there benefits of taking part? 

I hope that this research will help to understand how findings from qualitative research can 

be best taken into account in committees that make recommendations about health and 

social care.  

8. Will anyone know I took part? 

All the information that I collect about you during the course of the research will be kept 

strictly confidential and will only be accessible to myself and in anonymised form to my two 

supervisors. You will not be able to be identified in any reports or publications.  

9. What is the legal basis for processing my personal data? 

According to data protection legislation, I am required to inform you that the legal basis I 

am applying in order to process your personal data is that “processing is necessary for the 

performance of a task carried out in the public interest” (Article 6(1)(e)). Further 
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information can be found in the University’s Privacy Notice 

https://www.sheffield.ac.uk/govern/data-protection/privacy/general.  

10. What will happen to the data collected? What will happen to the results of the 

project? 

The notes that I take during the committee meetings will be scanned as.pdf documents and 

uploaded to a secure University storage folder which is password protected and only 

accessible to myself and my supervisors. The paper version will be deleted immediately 

following transfer. 

The recordings of the interviews will be uploaded to a secure University storage folder 

which is password protected and only accessible to myself and my supervisors. The version 

stored in Google Meet will be deleted immediately following transfer. The typed-up 

transcripts of the recordings will be made anonymous by taking out any references to your 

name or any place or condition that might make you identifiable. These transcripts will be 

used to provide short quotes in my thesis, future research papers, and for illustration in 

conference presentations and lectures. No other use will be made of them without your 

written permission.  

All the data will be destroyed three years after collection, when I finish my PhD, whichever is 

soonest. 

My findings will be written into a PhD thesis at the University of Sheffield. This will be freely 

available for people to read. 

11. Who is organising and funding the research? 

I am funding my own PhD. No funding is coming from any other source. 

12. Who is the Data Controller? 

The University of Sheffield will act as the Data Controller for this study. This means that the 

University is responsible for looking after your information and using it properly.  

13. Who has ethically reviewed the project? 

https://www.sheffield.ac.uk/govern/data-protection/privacy/general
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This project has been ethically reviewed and approved by the School of Health and Related 

Research Ethics Committee at The University of Sheffield. 

14. What if something goes wrong and I wish to complain about the research? 

If you want to complain about the way the study has been carried out, please contact my 

primary supervisor Dr Susan Baxter s.k.baxter@sheffield.ac.uk  0114 2222436 in the first 

instance.  

If you feel your complaint has not been handled properly, you can contact the Head of 

Department in the School for Health and Related Research. 

Professor John Brazier j.e.brazier@sheffield.ac.uk  

If your complaint relates to how your personal data has been handled, information about 

how to raise a complaint can be found in the University’s Privacy Notice: 

https://www.sheffield.ac.uk/govern/data-protection/privacy/general. 

If you wish to contact the Data Protection Officer at the University please write to: Luke 

Thompson, Head of Data Protection and Legal Services, University Secretary's Office, 

University of Sheffield, Western Bank, Sheffield, S10 2TN or email 

dataprotection@sheffield.ac.uk 

15. Contact for further information 

If you need further information about the study, please contact 

Chris Carmona ccarmona1@sheffield.ac.uk 0207 045 2155 

 

 

mailto:s.k.baxter@sheffield.ac.uk
mailto:j.e.brazier@sheffield.ac.uk
https://www.sheffield.ac.uk/govern/data-protection/privacy/general
mailto:dataprotection@sheffield.ac.uk
mailto:ccarmona1@sheffield.ac.uk
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APPENDIX J: CONSENT FORM 

Qualitative evidence synthesis in guideline development: Consent form 

Please tick the appropriate boxes  Yes  No  

Taking part in the project     

I have read and understood the project information sheet dated DD/MM/YYYY or the 

project has been fully explained to me.  (If you will answer No to this question please 

do not proceed with this consent form until you are fully aware of what your 

participation in the project will mean.)  

    

I have been given the opportunity to ask questions about the project.       

I agree to take part in the project.  I understand that taking part in the project will 

participating in a semi-structured interview about my experiences of using qualitative 

evidence synthesis to make recommendations on a NICE guideline committee. The 

interview will last from 45 mins to 1 hour.  

   

I understand that my taking part is voluntary and that I can withdraw from the study 

at any time until a month after my interview; I do not have to give any reasons for 

why I no longer want to take part and there will be no adverse consequences if I 

choose to withdraw.   

    

How my information will be used during and after the project      

I understand my personal details such as name, phone number, address and email 

address etc.  will not be revealed to people outside the project.  
     

I understand and agree that my words may be quoted in publications, reports, web 

pages, and other research outputs. I understand that I will not be named  in these 

outputs.  

     

I understand that the security of my telephone or computer device that I use for my 

interview is my responsibility and that if I am concerned about security then I should 

not say anything that I would not otherwise say.  

     

So that the information you provide can be used legally by the researchers      

I agree to assign the copyright I hold in any materials generated as part of this project 

to The University of Sheffield.  
    

  

 

    

Name of participant  [printed]  Signature  Date  
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Name of Researcher  [printed]  Signature  Date  

Chris Carmona  

  

    

  

Project contact details for further information:  

Researcher: Chris Carmona ccarmona1@sheffield.ac.uk 0207 045 2155  
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APPENDIX K: LETTER OF ETHICAL APPROVAL FOR QUALITATIVE 
STUDY 
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APPENDIX L: THE MOVE TOWARDS LIVING SYSTEMATIC REVIEWS 
AND LIVING GUIDELINES IN HEALTHCARE: CONSIDERATION OF 
THE POSSIBILITIES AND CHALLENGES FOR LIVING QUALITATIVE 
EVIDENCE SYNTHESES 

Carmona, C., Carroll, C. & Baxter, S. The move towards living systematic reviews and living 

guidelines in healthcare: consideration of the possibilities and challenges for living 

qualitative evidence syntheses. Syst Rev 12, 47 (2023). https://doi.org/10.1186/s13643-023-

02218-0  

Chris Carmona MSc, School of Health and Related Research (ScHARR), University of 

Sheffield, UK 

Christopher Carroll PhD, School of Health and Related Research (ScHARR), University of 

Sheffield, UK 

Susan Baxter PhD, School of Health and Related Research (ScHARR), University of Sheffield, 

UK 

Abstract 

Over the past decade QES, a range of methods for synthesising qualitative research 

evidence, has become a valued form of evidence for guideline producers who wish to 

understand more about patient preference and acceptability of treatments. The surge in 

interest in living systematic reviews and the appearance of living guidelines as a response to 

the COVID-19 pandemic potentially weakens the value and usability of QES. 

There are currently no published methods for producing living QES, and If QES are to remain 

of worth to guideline producers then methods for the rapid, frequent updating of them will 

need to be developed. We discuss some of the similarities and differences between 

qualitative and quantitative evidence syntheses and highlight areas where development is 

needed if reviewers are to progress living approaches to QES.  

Keywords: Qualitative Evidence Synthesis, health guidelines, living guidelines, living 

systematic review. 

Background 

QES refers to a range of methods for synthesising qualitative research studies, and has been 

in use since the late 1980s(1). Since 2004, there has been a Cochrane Methods Group tasked 

with advising the Cochrane Collaboration on policy related to the synthesis of qualitative 

evidence and the integration of qualitative evidence with Cochrane effectiveness reviews. 

More recently, QES have become a part of the process of developing evidence-based health 

guidelines by organisations such as the UK National Institute for Health and Care Excellence 

(NICE) and by the WHO where they have been used by guideline panels to support their 

https://doi.org/10.1186/s13643-023-02218-0
https://doi.org/10.1186/s13643-023-02218-0
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decision making.(2-4) This incorporation of QES into health guidelines has been made easier 

both by methodological developments in the ways that QES are undertaken (for example 

the introduction of GRADE-CERQual(5)), and a drive by guideline-producing organisations to 

consider the effects of patient preference, feasibility, and acceptability on the broader 

effectiveness of a treatment or intervention when making guideline recommendations.(3) 

The concept of a living systematic review (LSR) has been in evidence since 2014.(6) 

Cochrane define a LSR as a “systematic review which is continually updated, incorporating 

relevant new evidence as it becomes available.”(7)  Prior to the COVID-19 pandemic LSRs 

were largely theoretical entities, although Cochrane released their first ‘Guidance for the 

production and publication of Cochrane living systematic reviews’ in 2017 (and updated it in 

2019).(8) During the COVID pandemic, the need to respond quickly to rapidly changing 

evidence and practice led to the use of LSRs to inform living guidelines (LG), that could be 

updated each time the evidence changed in a meaningful way. A living guideline is “an 

optimisation of the guideline development process to allow updating of individual 

recommendations as soon as new relevant evidence becomes available.”(9) 

This surge in interest in LGs has been facilitated by developments in the technologies used 

to search for and screen evidence using machine learning, and also by developments of 

user-friendly updatable content management systems such as MAGICapp.(10) Living 

guidelines are also a response to the need for clinicians and healthcare professionals to have 

access to guidelines based on the best currently available evidence.  

The value of producing LGs has been recognised by the Australian National Clinical Evidence 

Taskforce (NCET), NICE in the UK and the WHO. The WHO has a living guideline for the 

clinical management of COVID-19(11), NCET has living guidelines on both COVID-19(12) and 

mpox(13), and pillar 2 of the NICE strategy 2021- 2026 promises “Dynamic, living guideline 

recommendations” over the next 3 years.(14) 

What are the implications of LGs for the future use of QES in health guideline 

development? 

The increase in focus on LGs based on living systematic reviews poses a challenge to the 

‘new era for qualitative research’ described by Lewis and Glenton.(15) Currently there are 

no published methods for constant updating of QES, or for the development of ‘living QES.’ 

If qualitative methodologists cannot respond to the challenge of developing methods for 

constantly updating QES then they run the risk of being side-lined by a focus on quantitative 

evidence and syntheses for LGs. Qualitative methodologists urgently need to develop 

methods for making QES ‘living’ in a way that will allow them to be updated alongside LSR. 

Characteristics of living reviews and guidelines 

What makes a systematic review ‘living’? 
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Cochrane (7) define a LSR as a systematic review which is continually updated, incorporating 

relevant new evidence as it becomes available. 

They define this in practical terms as LSRs: 

being underpinned by continual, active monitoring of the evidence (i.e., monthly searches) 

immediately including any new important evidence (meaning data, studies, or information) 

that is identified 

being supported by up-to-date communication about the status of the review, and any new 

evidence being incorporated 

including pre-defined decisions about how often new evidence is sought and screened and 

when and how new evidence is incorporated into the review 

If the review is set up in the right way from its inception then this can be fairly 

straightforward. For a review that is authored within a program or application that 

automatically undertakes analysis, for example Cochrane’s RevMan(16) or MAGICapp(10), 

then new data can be added to an existing meta-analysis to generate a new pooled effect 

estimate, and GRADE (if it is being used) domains for that outcome can be edited if 

necessary. Lists of included and excluded studies can be updated and new evidence tables 

inserted. 

What makes a health guideline ‘living’? 

It currently seems less clear what the criteria are for a LG. Akls definition (above)(9) provides 

a good starting point, however the processes that need to underpin the guidelines 

production and maintenance remain exploratory. It is broadly agreed that a process needs 

to be established whereby new evidence that updates a LSR is assessed in relation to 

existing guideline recommendations, and then a judgment is made about whether the new 

evidence is likely to affect the existing recommendation. If it is, then a guideline panel will 

meet to discuss the evidence and update the recommendation, if not the LSR will be 

updated but the guideline will stand. 

How can we apply these characteristics to QES? 

Towards a living QES 

If we apply the list of criteria from LSRs to QES, one can imagine a scenario where searches 

for qualitative publications are repeated regularly to identify new studies for inclusion into a 

QES. Searching for qualitative studies however is typically perceived to be more complex 

than searching for randomised controlled studies.(17) Numbers of records retrieved can be 

higher, which in turn implies more work for researchers tasked with frequent sifting of this 

data. It might be that monthly updates are considered too frequent for most areas of health 

reviews given that fewer qualitative studies are published.(18) The main challenge for a 
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living QES lies in the ability of the QES to incorporate new evidence quickly and meaningfully 

in a way that allows decisions to be made by guideline producers about whether a guideline 

needs updating. 

We might suppose that different methods of qualitative evidence synthesis will encounter 

distinct levels of challenge in attempting to integrate new data into existing themes. It 

seems likely that the more interpretive approaches to QES, for example meta-

ethnography(1), might require substantial work to incorporate even modest amounts of 

new data because large parts of the analysis might need to be re-done to take account of 

the new data. Conversely, one might imagine that for more aggregative approaches to QES 

it will be more straightforward to determine the potential impact of new data on existing 

themes. This might be the case, for example, for aggregative synthesis(19) or approaches 

that use pre-specified frameworks for synthesising data, for example best-fit framework 

synthesis.(20) If the data match closely to what is already contained in the theme, then the 

theme may not need updating, other than to add the study details to the review and 

consider the effects of the study on CERQual decisions (if used) for the theme. Changes to 

themes might be easily integrated if they require refinement of individual themes or 

aggregates of codes rather than a wholescale reinterpretation of the data.  

There are further considerations that may be unique to QES that need discussion and 

development, stemming from the very different nature of the evidence used to develop 

QES. A good example of this is the currency of qualitative data (its up-to-date-ness). While 

we can probably assume that in the context of an LSR, evidence about the efficacy of a drug 

is likely to be constant over time, we might not be able to say the same of qualitative data. 

Prevalent social and individual views and experiences change over time as society, health 

care, and health expectations change over time. There might be a requirement for evidence 

to be removed from a QES as it becomes dated. This raises questions regarding at what 

point should evidence be ‘retired’ from a living QES? Is there a lifespan for a QES before it 

becomes incoherent and needs to be completely revised? 

How will such a living QES inform a living health guideline? 

In the same way as for a LSR, a guideline producer using a living QES to inform part of a 

health guideline would need explicit criteria to invest the time and resource necessary to 

convene a guideline panel to re-examine existing recommendations on the basis of 

integrating new evidence. There would need to be some belief or expectation that the new 

evidence would change recommendations. While for quantitative reviews decision making 

may be based around whether new evidence changes the effect size (or direction of effect) 

of an intervention, for qualitative data the implications of adding new studies may be less 

clear. Qualitative researchers may not be comfortable with the idea of ‘hard’ rules about 

updating guidelines. Perhaps a meaningful alternative would be to consult a small panel of 

experts and lay-people each time a QES is updated to seek guidance on whether new 

evidence has potential to alter existing recommendations. 
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Conclusion 

The past 10 years have been a period of growth in methods for QES with their value 

increasingly recognised by organisations that specialise in evidence-based medicine. The 

emergence of LSRs and LGs requires an urgent response from QES methodologists to 

develop efficient and effective processes for updating QES quickly and frequently, if the 

synthesis of evidence from qualitative studies is to meet the needs of health guideline 

producers.  

 

List of abbreviations 

COVID-19 Corona Virus Disease 2019 
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CERQual Confidence in the Evidence from Reviews of Qualitative Research 
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LSR  Living Systematic Review 

NCET  Australian National Clinical Evidence Taskforce  

NICE  National Institute for Health and Care Excellence (UK) 

QES  Qualitative Evidence Synthesis 

WHO  World Health Organization 
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