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Abstract

Background: Clinical practice guidelines have become increasingly widely used to guide quality improvement of
clinical practice. Qualitative research may be a useful way to improve the quality and implementation of guidelines.
The methodology for qualitative evidence used in guidelines development is worthy of further research.

Methods: A comprehensive search was made of WHO, NICE, SIGN, NGC, RNAQ, PubMed, Embase, Web of Science,
CNKI, Wanfang, CBM, and VIP from January 1, 2011 to February 25, 2020. Guidelines which met IOM criteria and
were focused on clinical questions using qualitative research or qualitative evidence, were included. Four authors
extracted significant information and entered this onto data extraction forms. The Appraisal of Guidelines for
Research and Evaluation (AGREE II) tool was used to evaluate the guidelines’ quality. The data were analyzed using
SPSS version 17.0 and R version 3.3.2.

Results: Sixty four guidelines were identified. The overall quality of the guidelines was high (almost over 60%).
Domain 1 (Scope and Purpose) was ranked the highest with a median score of 83% (IQ 78-83). Domain 2
(Stakeholder involvement) and Domain 5 (Applicability) were ranked the lowest with median scores of 67% (IQ 67—
78) and 67% (IQ 63-73) respectively. 20% guidelines used qualitative research to identify clinical questions. 86%
guidelines used qualitative evidence to support recommendations (mainly based on primary studies, a few on
qualitative evidence synthesis). 19% guidelines applied qualitative evidence when considering facilitators and
barriers to recommendations’ implementation. 52% guideline developers evaluated the quality of the primary
qualitative research study using the CASP tool or NICE checklist for qualitative studies. No guidelines evaluated the
quality of qualitative evidence synthesis to formulate recommendations. 17% guidelines presented the level of
qualitative research using the grade criteria of evidence and recommendation in different forms such as |, Ill, IV,
very low. 28% guidelines described the grades of the recommendations supported by qualitative and quantitative
evidence. No guidelines described the grade of recommendations only supported by qualitative evidence.

(Continued on next page)

* Correspondence: jinyinghui0301@163.com

'Center for Evidence-Based and Translational Medicine, Zhongnan Hospital
of Wuhan University, Wuhan, China

“Department of Evidence-Based Medicine and Clinical Epidemiology, The
Second Clinical College, Wuhan University, Wuhan, China

Full list of author information is available at the end of the article

© The Author(s). 2020 Open Access This article is licensed under a Creative Commons Attribution 4.0 International License,
which permits use, sharing, adaptation, distribution and reproduction in any medium or format, as long as you give
appropriate credit to the original author(s) and the source, provide a link to the Creative Commons licence, and indicate if

changes were made. The images or other third party material in this article are included in the article's Creative Commons
licence, unless indicated otherwise in a credit line to the material. If material is not included in the article's Creative Commons
licence and your intended use is not permitted by statutory regulation or exceeds the permitted use, you will need to obtain
permission directly from the copyright holder. To view a copy of this licence, visit http://creativecommons.org/licenses/by/4.0/.
The Creative Commons Public Domain Dedication waiver (http://creativecommons.org/publicdomain/zero/1.0/) applies to the
data made available in this article, unless otherwise stated in a credit line to the data.


http://crossmark.crossref.org/dialog/?doi=10.1186/s12874-020-01041-8&domain=pdf
http://creativecommons.org/licenses/by/4.0/
http://creativecommons.org/publicdomain/zero/1.0/
mailto:jinyinghui0301@163.com

Wang et al. BMIC Medical Research Methodology (2020) 20:160

Page 2 of 28

(Continued from previous page)

evidence or grade of recommendations.

Conclusions: The majority of the included guidelines were high-quality. Qualitative evidence was mainly used to
identify clinical questions, support recommendations, and consider facilitators and barriers to implementation of
recommendations’. However, more attention needs to be paid to the methodology. For example, no experts
proficient in qualitative research were involved in guideline development groups, no assessment of the quality of
qualitative evidence synthesis was included and there was lack of details reported on the level of qualitative
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Background

Qualitative research can be defined as research that in-
volves “the collection, analysis and interpretation of data
that are not easily reduced to numbers; these data relate
to the social world and the concepts and behaviors of
people within it” [1]. Data from qualitative research can
address certain types of significant questions that may
not be answered by quantitative research methods, such
as “how” and “why”a given intervention engenders its
effects. Qualitative research is now widely used for a var-
iety of purposes in the field of healthcare, for example,
the identification of patients’ concerns, the manner in
which people select and use healthcare services, and the
circumstances under which healthcare interventions play
a role in practice [2, 3].

Taking the merits of qualitative research into account,
it has attracted the attention of guideline developers and
is gradually becoming accepted to inform guideline rec-
ommendations, for example WHO (World Health
Organization) has affirmed in its handbook for guideline
development that qualitative evidence should be consid-
ered and used in the process of guideline development
and the WHO Guidelines Review Committee (GRC)
internet site also provides additional guidance on when
and how to use qualitative research data to inform
WHO guidelines [4]. Many professional scholars and re-
searchers have also used qualitative research or evidence
to conduct projects on the development and implemen-
tation of guidelines such as addressing questions about
the values and preferences of relevant stakeholders (e.g.,
patients, caregivers, and the public), the acceptability
and feasibility of the interventions and the influence of
the interventions on equity and human rights [4-9].
This provides opportunities for qualitative research
methodologists to be involved in the process of develop-
ing guideline recommendations [10, 11] and exploring
facilitators of and barriers to the guideline’s implementa-
tion [12].

As Lewin & Glenton said, qualitative research may be
entering a new era of being used in the process of guide-
line development, and it is beneficial for decision making
[13]. Our aim was to further understanding of the way

qualitative evidence has been used in the process of the
existing guideline development process, for example,
whether qualitative evidence was retrieved or how many
recommendations are supported by qualitative evidence.
To achieve this we conducted a systematic search, a
rigorous quality evaluation of guidelines, and compre-
hensive information extraction related to qualitative evi-
dence in guidelines. We also performed content analysis
for the purpose of providing clear views on the roles and
functions of qualitative evidence in the process of guide-
line development.

Methods

The systematic review was performed according to the
PRISMA (Preferred Reporting Items for Systematic
Reviews and Meta-Analysis) guidelines [14].

Criteria for guideline selection

We included guidelines focused on improving health-
care that met the following criteria: 1) the guidelines
were primarily published in Chinese or English from
January 1, 2011 to February 25, 2020. In 2011, IOM
(Institute of Medicine) claimed that for a CPG to be
trustworthy it needs to “be developed via a transpar-
ent process by a group of multidisciplinary experts
(including patient representatives), screened for min-
imal potential bias and conflicts of interest, and sup-
ported by a systematic review of the evidence” [15].
This, which is the first statement of criteria for clin-
ical practice guidelines, plays an important role in
guideline development, so we chose it as the start
date for retrieval; 2) the guidelines met the above
mentioned IOM criteria; 3) the guidelines mainly fo-
cused on clinical questions, such as diagnosis, treat-
ment or care for certain diseases or patients
symptoms, to provide suggestions for healthcare staff
or community health services; 4) qualitative research
or qualitative evidence was used in the process of
guidelines development; 5) if the guidelines were up-
dated, only the most recent version of the guidelines
were included. The guidelines were excluded, if they
had the following characteristics: 1) the same
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guidelines had been repeatedly published in multiple
journals; 2) the full texts of guidelines were not
available.

Search strategy for guidelines

Relevant representative guidelines repositories, such as
WHO, NICE (the National Institute for Health and Care
Excellence), SIGN (Scottish Intercollegiate Guidelines
Network), NGC (National Guideline Clearinghouse),
RNAO (Registered Nurses’ Association of Ontario), and
other databases, including three English databases
(PubMed, Embase, Web of Science), four Chinese data-
bases (China National Knowledge Infrastructure, CNKI;
Wanfang Data; Chinese BioMedical Literature Database,
CBM; and VIP Database for Chinese Technical Periodi-
cals, VIP), were systematically searched from January 1,
2011 to February 25, 2020. The search strategy used
MeSH terms, Title/Abstract and text words. Taking
PubMed as an example, the retrieval strategy is shown
in Fig. 1.

Guidelines selection and data extraction

Three (C.L.,Y.X.S and J.Z) authors experienced in litera-
ture retrieval independently selected eligible guidelines.
Three reviewers (D.D.L.)Y.C and C.F) extracted signifi-
cant information from the guidelines and completed
data extraction forms by means of reading the text con-
tent of the guideline, references and the online relevant
attachments. The detailed process of data extraction is
presented in Additional file 1. The forms included: (1)
the basic characteristics of included guidelines (such as
title, publication/update date, and developer); (2) how
qualitative research or evidence was used in the process
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of the guidelines development (were experts proficient
in qualitative research invited to be involved in guideline
development group, was qualitative research used to
identify clinical questions, was qualitative evidence re-
trieved; was this used to support recommendations; and
was this applied when considering facilitators and bar-
riers to recommendations’ implementation); (3) details
of the methodology for qualitative research or evidence
used in the development process of guidelines (such as
qualitative research quality assessment tool, the quality
of the primary qualitative research study used to formu-
late recommendations and the grade of recommenda-
tions supported by qualitative evidence).

We hypothesized that the development of guidelines
using qualitative research or evidence would be relevant
to these items in the forms. The hypothesis was based
on related methodological literature, COnsolidated
criteria for REporting Qualitative research (COREQ)
checklists [16] and discussion between all authors
with methodologists in evidence-based guidelines
development who were willing to engage in dialogue
with us. Another researcher (Y.H.]) examined the data
extraction forms to make sure no errors had
occurred.

Appraisal of included guidelines

Two researchers (Y.YW and D.H) independently evalu-
ated the quality of the guidelines by using the Appraisal
of Guidelines for Research and Evaluation (AGREE II)
tool, which consists of 23 items under 6 domains involv-
ing scope and purpose, stakeholder involvement, rigor of
development, clarity of presentation, applicability, and
editorial independence [17]. Each item was rated from 1

Q #1 and #2 and #3

ﬁ guideline [MeSH Terms] or guideline* [Title/Abstract] or consensus [Title/Abstract]

#2 evidence*[Title/Abstract] or recommendation*[Title/Abstract]

#3 qualitative[MeSH Terms] or qualitative research[ Text Word] or qualitative study[Text Word] or focus group[Text
Word] or anthropology cultural[ Text Word] or hermeneutics[Text Word] or ethnopsychology[Text Word] or
grounded theory[Text Word] or case study[Text Word] or constant comparison|[Text Word] or content
analysis[Text Word] or discourse analysis[Text Word] or ethnography[Text Word] or exploratory[ Text Word] or
feminist[ Text Word] or hermeneutic[Text Word] or interview[Text Word] or narrative[ Text Word] or
naturalistic[Text Word] or participant observation[Text Word] or phenomenology[Text Word] or qualitative

method[Text Word] or thematic analysis[Text Word]

Fig. 1 Search strategy on PubMed
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to 7 points with 1 point for “strongly disagree” and 7
points for “strongly agree”. We summarized the domain
scores individually and scaled the total of that domain,
calculated by the following formula: (obtained score -
minimal possible score)/(maximal possible score - min-
imal possible score) x 100% [17].

Statistical analyses

Descriptive statistics were computed for the scores for
each AGREE domain. Data for each AGREE II domain
were provided as medians and interquartile ranges
(IQRs). Intraclass correlation coefficients (ICCs) were
calculated to evaluate the agreement between two re-
viewers for each domain [18, 19]. When the ICC value
was less than 0.4, the consistency between raters was
poor; if the ICC range was from 0.4 ~0.75, the
consistency between raters was moderate; and a value of
ICC over 0.75 the consistency was high [20]. The data
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were analyzed using SPSS version 17.0 (SPSS Inc. Chi-
cago, IL, USA) and R version 3.3.2 (R Foundation for
Statistical Computing, Vienna, Austria) for Windows.

Results

Guideline identification and selection

The searches identified 10,245 discrete records, of which
449 were selected for a full-text review. Sixty-four guide-
lines were eventually included [21-84]. The flow dia-
gram for the guidelines is shown in Fig. 2.

Characteristics of included guidelines

As Table 1 shows, the sixty-four guidelines concentrated
on different topics such as cancers, chronic pain and
smoking, and were developed by NICE, SIGN, RNAO,
WHO or other professional organizations. The majority
of guideline developers used GRADE (the Grading of
Recommendations  Assessment, Development and

Records identified
through database
searching(n=9183)

Additional records identified through

WHO, NGC, NICE, SIGN and
RNAO(n=1062)

Records after duplicates removed

v

(n=2215)

Records screened(n=8030)

Records excluded(n=7581)
® Primary study(n=2749)

v

® Systematic review(n=364)
® Not relevant(n=4468)

eligibility(n=449)

Full-text articles assessed for

Full-text articles excluded(n=385)
® (Qualitative method or qualitative
evidence was not applied in the

v

guidelines(n=357)
® The guidelines not focused on
clinical questions(n=28)

Guidelines included(n=64)

[ Included ] [ Eligibility ][ Screening ] [ Identification ]

Fig. 2 Flow diagram of guidelines identification and selection
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Evaluation) criteria for grading of evidence and recom-
mendations. When formulating recommendations, they
considered the quality of evidence, the risk-benefit ana-
lysis of some interventions, supporting resources and
stakeholders’ values and preferences. The number of rec-
ommendations ranged from 2 to 262. The largest num-
ber of recommendations supported only by qualitative
evidence in each included guideline was 8 [68]. The lar-
gest number of recommendations supported by both
qualitative and quantitative evidence in each included
guideline was 23 [70]. The majority of recommendations
were supported by qualitative evidence based on primary
studies, a few on systematic reviews).

Quality appraisal of the guidelines

The ICC values for all six domains were over 0.75, which
indicated high consistency in the assessment results be-
tween the two raters.

As Table 2 and Fig. 3 show. The final domain scores
ranged between 0% (domain 6 of 6 guidelines) [75, 77,
78, 81, 82, 84] and 96% (domain 6 of 11 guidelines) [21,
22, 25-27, 29-34]. When comparing the total domain
scores, Domain 1 (Scope and Purpose) was ranked the
highest with a median score of 83% (IQ 78-83). Domain
2 (Stakeholder involvement) and Domain 5 (Applicabil-
ity) were ranked the lowest with median scores of 67%
(IQ 67-78) and 67% (IQ 63-73) respectively. The me-
dian scores of Domains 3, 4, 6 (Rigour of development,
Clarity of presentation, Editorial independence) were
71% (IQ 69-74), 72% (IQ 58-78) and 79% (IQ 75-83)
respectively.

The process of the guidelines development using
qualitative research or evidence

As Fig. 4 shows, no guideline developers invited experts
proficient in qualitative research to be involved in guide-
line development groups. 20% guidelines (13/64) used
qualitative research to identify clinical questions [68, 71,
73-75, 77-84]. 83% (53/64) guidelines retrieved qualita-
tive evidence [21-70, 75, 77, 81]. 86% (55/64) guidelines
used qualitative evidence to support recommendations
[21-70, 72, 75-77, 81]. And 19% (12/64) guidelines ap-
plied qualitative evidence when considering facilitators
and barriers to recommendations’ implementation [55,
56, 60, 62—70].

The methodology for evidence used in the guidelines
development

As Table 3 shows, one guideline used qualitative re-
search based on grounded theory, phenomenology [55].
52% (27/52) guideline developers evaluated the quality
of the primary qualitative research study using the CASP
(the Critical Appraisal Skills Programme) tool or NICE
checklist for qualitative studies [35, 38, 46-70]. No
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guidelines evaluated (0/18) the quality of qualitative evi-
dence synthesis used to formulate recommendations.
17% (11/64) guidelines presented the level of qualitative
research using the grade criteria of evidence and recom-
mendation in different forms such as I, III, IV, very low
[35-40, 42, 44, 73, 77, 81]. They were based on JBI,
GRADE or adapted from SIGN or Pati D. A framework
[35-45, 85—-87] respectively. 28% guidelines (15/54) de-
scribed the grades of the recommendations supported by
qualitative and quantitative evidence in different ways
such as “strong”, “good”, “B”, “C” or “D” and “weak” [21,
22, 24, 25, 27, 28, 30-34, 73, 76, 77, 81], which also
complied with JBI, GRADE or adapted from SIGN and
(or) Pati D. A framework respectively. But no guidelines
(0/10) described the grade of recommendations sup-
ported only by qualitative evidence.

Discussion

Our review shows that the majority of the included
guidelines were high-quality. Qualitative evidence was
mainly used to identify clinical questions, support rec-
ommendations, and consider facilitators and barriers to
recommendations’ implementation. However, the meth-
odology still needs more attention, as there were, no ex-
perts proficient in qualitative research involved in
guideline development group, no assessment of the qual-
ity of qualitative evidence synthesis and a lack of detailed
reporting the level of qualitative evidence and its grade
of recommendations’.

The summary findings of this review

The majority of the included guidelines introduced the
overall aim of the guideline, the specific health ques-
tions, and the target population in tabulated form, bold,
or using separate paragraphs. They described the gather-
ing and synthesis of the evidence, gave details of updat-
ing and dealt with the language, structure, and format of
the guideline recommendations.. However, the guide-
lines still had some noticeable shortcomings. For in-
stance, a few guidelines did not describe the methods of
formulating recommendations [74, 76, 82]; a few did not
clearly introduce the different options for management
of the conditions or health issues [76, 82]; a minority of
guidelines did not give details of conflict of interest
statements [75, 77, 78, 81, 82, 84]. In addition, although
the majority of the guidelines stated that the guideline
development group consisted of all relevant professional
experts, and clearly defined the guidelines’ target users, a
number of developers did not consider values and pref-
erences of the target population [71, 78, 83, 84] or
lacked adequate information on how they gained pa-
tients, doctors or other stakeholders’ views. And also the
majority of the guidelines did not describe facilitators
and barriers to their application in detail.
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Table 2 Analysis of the included N-CPGs according to AGREE Il (%)

Guidelines Scope and Stakeholder Rigour of Clarity of Applicability Editorial
purpose involvement development presentation independence
1 83 64 74 72 63 96
2 83 67 74 72 63 9%
3 83 67 74 72 63 79
4 83 67 74 72 63 79
5 78 67 74 72 63 96
6 83 67 74 72 63 96
7 83 67 74 72 63 96
8 83 67 74 72 63 79
9 83 67 74 72 63 96
10 78 67 74 72 63 96
1 78 67 74 72 63 9
12 78 69 74 72 63 96
13 83 64 74 72 60 96
14 83 69 74 72 60 9
15 89 86 78 78 77 79
16 83 83 78 78 77 79
17 86 75 80 78 73 79
18 83 83 78 75 81 79
19 83 81 79 78 73 79
20 86 78 79 75 77 79
21 89 86 78 728 73 79
22 83 81 78 78 79 79
23 86 81 77 72 75 75
24 86 86 78 72 73 79
25 86 83. 76 78 73 79
26 72 78 65 72 60 88
27 78 67 69 47 67 75
28 83 67 69 58 67 75
29 83 67 69 58 67 75
30 83 67 69 58 67 75
31 83 67 71 58 67 75
32 83 67 69 42 67 75
33 83 67 71 58 67 75
34 83 67 71 58 67 75
35 83 67 69 58 67 75
36 83 67 69 58 67 75
37 83 67 69 47 67 75
38 83 67 71 47 67 75
39 83 67 71 58 67 75
40 83 67 69 58 67 75
41 83 67 71 58 67 75
42 83 67 69 47 67 75

N
vy}

78 78 82 83 81 75
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Table 2 Analysis of the included N-CPGs according to AGREE Il (%) (Continued)

Page 19 of 28

Guidelines Scope and Stakeholder Rigour of Clarity of Applicability Editorial
purpose involvement development presentation independence

44 83 78 61 86 75 54

45 92 86 82 78 81 88

46 86 78 50 81 75 63

47 86 86 78 83 85 92

48 83 64 78 81 71 88

49 81 81 70 81 75 58

50 81 86 78 78 71 54

51 64 47 59 75 19 79

52 78 56 18 47 21 4

53 64 67 72 67 75 79

54 58 69 50 78 33 83

55 61 58 35 58 15 0

56 67 50 20 50 67 13

57 72 42 44 81 48 0

58 72 36 61 81 60 0

59 75 81 72 72 60 83

60 81 31 71 75 58 29

61 64 81 56 64 56 0

62 50 61 1 50 8 0

63 69 47 49 67 44 83

64 58 44 59 61 31 0

Median, interquartile range (25, 75%) 83 (78, 83) 67 (67, 78) 71(69, 74) 72 (58, 78) 67(63, 73) 79(75, 83)

100

75

50

Scaled domain score (%)

LR N X

°

Scope and purpose

Stakeholder involvement

Rigour of development

Fig. 3 The summary of scaled domain score over all included guidelines

Clarity of presentation

Applicability

Editorial independent
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60

Number of N-CPGs

10
2
0 =
B

A

recommendations' implementation

The process of the guidelines development using qualitative research or evidence

Fig. 4 The process of the guidelines development using qualitative research or evidence. a Experts proficient in qualitative research to involve in
guideline development group. b Using qualitative research to identify clinical questions. ¢ Retrieving qualitative evidence. d Using qualitative
evidence to support recommendations. e Applying qualitative evidence when considering facilitators and barriers of

M Yes B No B Unclear

i I §
c DD E

The methodological quality of qualitative evidence af-
fects interpretation of its results. Unfortunately, while
the majority of guidelines developers used qualitative
evidence synthesis to formulate recommendations, they
did not appraise confidence in each individual review,
which resulted in some difficulties in explaining relevant
themes or theories formulated in different articles. In
addition, only three of the grade systems used, referred
to single qualitative studies or synthesis of qualitative re-
search as a level of the grade criteria of evidence and
recommendation [35-45, 85—87]. The majority of guide-
line developers did not concentrate on the important in-
fluence of qualitative evidence on the grade criteria of
evidence and recommendation.

Comparison of findings with prior research

When comparing our findings with similar relevant arti-
cles, lack of statements about conflict of interest, details
on how to gain patients, doctors or other stakeholders’
views, consideration of facilitators and barriers to guide-
lines’ implementation are also common issues e.g. oncol-
ogy CPGs [88], inflammatory bowel disease guidelines
[89], nursing CPGs [90], guidelines for management of
cholangiocarcinoma [91]. Our review firstly identified
whether qualitative research or evidence had been used
to obtain stakeholders’ values and preferences, and in
identifying facilitators and barriers to guidelines’ imple-
mentation in the process of guidelines development.
Other researchers also used qualitative research to ex-
plore practice gaps based on existing guidelines: Feyissa
et al. used a semi-structured interview to assess context-
ual barriers and facilitators to the implementation of a
guideline developed to reduce HIV-related stigma and
discrimination (SAD) in the Ethiopian healthcare setting
[92]; Lind et al. interviewed local politicians, chief

medical officers and health professionals at acute care
hospitals to investigate perceptions regarding guidelines
for palliative care and identify obstacles and opportun-
ities for their implementation in acute care hospitals
[93].

In Addition, qualitative research is increasingly being
recognised as having an important role to play in ad-
dressing questions relating to interventions or system
complexity, and guideline development processes. As
with our topic, other researchers have also focused on
the methodology of involving qualitative research in the
development process of guidelines. Flemming et al. pro-
vided guidance for the choice of qualitative evidence
synthesis methods in the context of guideline develop-
ment for complex interventions by using a best fit
framework synthesis to address interactions between
components of complex interventions; interactions of in-
terventions with context and multiple (health and non-
health) outcomes; using meta-ethnography to deal with
sociocultural acceptability of an intervention [94]. In
addition, Moore et al. also put forward designs and
methods for the applicability of quantitative and qualita-
tive evidence in guidelines including complexity-related
questions of interest in the guideline, types of synthesis
used in the guideline, mixed-method review design and
integration mechanisms, observations, concerns and
considerations [95].

Implications for guideline developers

The development of guidelines is a complex undertaking
which needs a significant focus on its methodology.
Based on our findings, we put forward some proposals
for guideline developers, which may be helpful to im-
prove their guideline’s quality. Firstly, guidelines devel-
opers can record and report details about how they
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Table 3 The methodology for qualitative research or evidence in the process of included guidelines development

No. The theory basis The quality  The quality level of The quality level of  The level of The grade of The grade of
of qualitative assessment  primary study of qualitative evidence qualitative research in recommendations recommendations
research tool for qualitative research to synthesis to the grade criteria of ~ only supported by supported by
qualitative  formulate formulate evidence and qualitative qualitative and
research recommendations recommendations  recommendation evidence quantitative
evidence

Good
- - - - - - B

- - - - - - Good
- - - - - - Strong

- - - - - - Strong

O (0] ~ (o)} w EN w N
|
|
|
|
|
|
|

o

|

|

|

|

|

|
jos]

Good
Good

S
[
[ |
ol
ol
[ |
[ |
O

- - - - D

CASP High: greater than, or - I, v - -
equal to, a converted
score of 82.4%

wul
|

Moderate: a

converted score of

62.5-82.3%
16 - - - - i, V" - -
17 - - - - i, v - -
18 - CASP High: greater than, or - I, v - -

equal to, a converted
score of 82.4%

Moderate: a
converted score of
62.5-82.3%
19 - - - - I, Y - -
20 - - - - I, v - -
21 - - - - - - -
» - - - i, v - -
23 - - - - - - -
24 - - - - I, v - -
PLE - - - - - -
26 - NICE - - - - -
checklist
27 - NICE - - - - -
checklist
28 - NICE - - - - -
checklist
29 - NICE - - - - -
checklist
30 - NICE - - - - -
checklist
31 - NICE - - - - -

checklist
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Table 3 The methodology for qualitative research or evidence in the process of included guidelines development (Continued)

No. The theory basis The quality  The quality level of The quality level of  The level of The grade of The grade of
of qualitative assessment  primary study of qualitative evidence qualitative research in recommendations recommendations
research tool for qualitative research to synthesis to the grade criteria of ~ only supported by supported by

qualitative  formulate formulate evidence and qualitative qualitative and
research recommendations recommendations  recommendation evidence quantitative
evidence

32 - NICE - - - - -

checklist

33 - NICE +: indicates that - - - -

checklist some of the checklist
criteria have been
fulfilled
- indicates that few
or no checklist criteria
have been fulfilled

34 - NICE - - - - -

checklist

35 Grounded NICE ++: indicates that all - - - -
theory, checklist or most of the
phenomenology checklist criteria have

been fulfilled

+: indicates that

some of the checklist

criteria have been

fulfilled

- indicates that few
or no checklist
criteria have been
fulfilled

36 - NICE ++: indicates that all - - - -

checklist or most of the
checklist criteria have
been fulfilled
+: indicates that
some of the checklist
criteria have been
fulfilled
- indicates that few
or no checklist criteria
have been fulfilled

37 - NICE ++: indicates that all - - - -

checklist or most of the
checklist criteria have
been fulfilled
+: indicates that
some of the checklist
criteria have been
fulfilled
- indicates that few
or no checklist criteria
have been fulfilled

38 - NICE - - - - -

checklist

39 - NICE +: indicates that - - - -

checklist some of the checklist
criteria have been
fulfilled
—: indicates that few
or no checklist criteria
have been fulfilled

40 - NICE ++: indicates that all - - - -

checklist or most of the

checklist criteria have
been fulfilled
+: indicates that
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Table 3 The methodology for qualitative research or evidence in the process of included guidelines development (Continued)

No. The theory basis The quality
assessment
tool for
qualitative
research

The quality level of
primary study of
qualitative research to
formulate
recommendations

The quality level of
qualitative evidence recommendations

only supported by

qualitative research in
the grade criteria of

recommendations recommendation

The grade of
recommendations
supported by
qualitative and
quantitative
evidence

41

42

43

44

45

46

47

48

NICE

checklist

NICE

checklist

CASP

CASP

CASP

CASP

CASP

CASP

some of the checklist
criteria have been
fulfilled

- indicates that few
or no checklist criteria
have been fulfilled

++: indicates that all
or most of the
checklist criteria have
been fulfilled

+: indicates that
some of the checklist
criteria have been
fulfilled

++: indicates that all
or most of the
checklist criteria have
been fulfilled

+: indicates that
some of the checklist
criteria have been
fulfilled

- indicates that few
or no checklist criteria
have been fulfilled

High: greater than, or
equal to, a converted
score of 82.4%
Moderate: a
converted score of
62.5-82.3%

High: greater than, or
equal to, a converted
score of 82.4%
Moderate: a
converted score of
62.5-82.3%

High: greater than, or
equal to, a converted
score of 82.4%
Moderate: a
converted score of
62.5-82.3%

High: greater than, or
equal to, a converted
score of 82.4%
Moderate: a
converted score of
62.5-82.3%

High: greater than, or
equal to, a converted
score of 82.4%
Moderate: a
converted score of
62.5-82.3%

High: greater than, or
equal to, a converted
score of 82.4%
Moderate: a
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Table 3 The methodology for qualitative research or evidence in the process of included guidelines development (Continued)

No. The theory basis The quality  The quality level of The quality level of  The level of The grade of The grade of
of qualitative assessment  primary study of qualitative evidence qualitative research in recommendations recommendations
research tool for qualitative research to  synthesis to the grade criteria of  only supported by supported by

qualitative  formulate formulate evidence and qualitative qualitative and
research recommendations recommendations  recommendation evidence quantitative
evidence
converted score of
62.5-82.3%
49 - CASP High: greater than, or - - - -
equal to, a converted
score of 82.4%
Moderate: a
converted score of
62.5-82.3%
50 - CASP High: greater than, or - - - -
equal to, a converted
score of 82.4%
Moderate: a
converted score of
62.5-82.3%

51 - - - - - - -

52 - - - - - - -

53 - - - - Very low - weak

54 - - - - - - -

55 - - - - - - -

56 - - - - - - Strong

57 - - - - I, Iv? - B

58 - - - - - - -

59 - - - - - - -

60 - - - - - - -

61 - - - - v - B

62 - - - - - - -

63 - - - - - - -

64 - - - - - - -

CASP: the Critical Appraisals Skills Programme; lll: Synthesis of multiple studies primarily of qualitative research; IV": Evidence obtained from well-designed non-
experimental observational studies, such as analytical studies or descriptive studies, and/or qualitative studies; I: Evidence obtained from meta-analysis or
systematic reviews of randomized controlled trials, and/or synthesis of multiple studies primarily of quantitative research; Evidence obtained from at least one
randomized controlled trial; IV?: Evidence obtained from well-designed non-experimental observational studies, such as analytical studies or descriptive studies,
and/or qualitative studies. Very low: the guideline development group have very little confidence in the effect estimate, the true effect is likely to be substantially
different from the estimate of effect; Good: Recommended best practice based on the clinical experience of the guideline development group; B: a body of
evidence including studies rated as 2++, directly applicable to the target population, and demonstrating overall consistency of results; or extrapolated evidence
from studies rated as 1++ or 1+; D: evidence level 3 or 4, or extrapolated evidence from studies rated as 2+; Strong: the guideline development group is
confident that for the vast majority people, the intervention (or the interventions) will do more good than harm or do more harm than good; Weak: the guideline
development group is uncertain about the advantages and disadvantages or high or low quality evidence shows that the advantages and disadvantages

are equivalent

reach agreement on recommendations and how they
deal with possible disagreement when formulating rec-
ommendations and present different options for the
same CQs with information on population characteris-
tics or clinical situations for each option. Secondly, they
can also develop a series of methods to avoid potential
COI before the initiation of the guideline development
project. Guideline developers may also obtain the target
population’ views by interviewing stakeholders or
extracting some relevant themes from existing qualita-
tive data on the topic of interest. Finally, guideline

developers should formally consider how to evaluate and
grade single qualitative studies or synthesis of qualitative
research into the grade system for guideline develop-
ment prior to start-up of the guideline development pro-
ject, and identify which factors influence the grade
classification with the help of experts proficient in quali-
tative research. They should also select appropriate tools
to appraise the quality of qualitative evidence such as
CASP tool, NICE checklist for primary studies, GRADE-
CERQual (Grading of Recommendations Assessment,
Development and Evaluation-Confidence in the
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Evidence from Reviews of Qualitative research) for quali-
tative evidence synthesis, which is an approach for asses-
sing how much confidence to place in findings from
qualitative evidence syntheses in terms of four compo-
nents (methodological limitations, coherence, adequacy
of data, relevance) [13, 96].

Limitations and strengths

Our study has some potential limitations. Firstly, al-
though we selected eligible guidelines by means of read-
ing their text content, references and the online relevant
attachments, we used a quick search strategy on the
guideline development. We also used the filter capability
when using Endnote to manage literature from data-
bases. But because of the size of the task there may be
selection bias because of unavailable guidelines pub-
lished in government documents, books or other guide-
line publication platforms. Additionally, we did not
specify how many guidelines were recommended, rec-
ommended with modifications, and not recommended,
because AGREE II protocol states that no overall score
is calculated to determine if a CPG is recommended or
not recommended and the main focus of this article was
the methodology for qualitative research or qualitative
evidence used in guidelines development [17]. Nonethe-
less, there may be several advantages. Firstly, a system-
atic literature search was performed for screening
eligible guidelines. Secondly, we discussed the potential
effect of qualitative research or evidence on the AGREE
IT appraisal, and then put forward some suggestions on
how to use qualitative research or evidence to improve
the quality of future guidelines. Thirdly, this is the first
attempt to systematically analyze the role of qualitative
research or evidence in guidelines development based on
published guidelines.

Suggestions for ongoing research

Qualitative research or qualitative evidence will be ex-
tensively used in the guideline development process in
the future. There are three interesting topics needing
further research. Firstly, when available data exists, this
can be explored to provide more reliable conclusions
related to the potential association between AGREE
appraisal and the identification, incorporation and
reporting of qualitative research by means of statistical
methods such as non-parametric tests. Secondly, it will
be interesting to compare the use of qualitative and
quantitative data when formulating recommendations in
guidelines, perhaps by matching guidelines on similar
topics or key questions, and comparing those which did
and didn’t use use qualitative evidence. Thirdly, explor-
ing how qualitative research may be used to obtain the
information related to conflict of interest will also be
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useful to inform guideline transparency. These topics are
worthy of future exploration.

Conclusion

The majority of the included guidelines were high-
quality. Qualitative evidence was mainly used to identify
clinical questions, support recommendations, and con-
sider facilitators and barriers to recommendations’ im-
plementation. However, more attention needs to be
given to the methodology, for instance, no experts profi-
cient in qualitative research have been involved in guide-
line development group, there has been no assessment
of the quality of qualitative evidence synthesis, and there
is a lack of detail when reporting on the level of qualita-
tive evidence and its grade recommendations’.
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