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Abstract

Objective To understand developers'perception of patient (versions of) guidelines (PVGs), and identify challenges
during the PVG development, with the aim to inform methodological guidance for future PVG development.

Methods We used a descriptive qualitative design. Semi-structured interviews were conducted virtually from
December 2021 to April 2022, with a purposive sampling of 12 PVG developers from nine teams in China.
Conventional and directed content analysis was used for data analysis.

Results The interviews identified PVG developers'understanding of PVGs, their current practice experience, and

the challenges of developing PVGs. Participants believed PVGs were a type of health education material for patients;
therefore, it should be based on patient needs and be understandable and accessible. Participants suggested that
PVGs could be translated/adapted from one or several clinical practice guidelines (CPG), or developed de novo (i.e,
the creation of an entirely new PVG with its own set of research questions that are independent of existing CPGs).
Participants perceived those existing methodological guidelines for PVG development might not provide clear
instructions for PVGs developed from multiple CPGs and from de novo development. Challenges to PVG development
include (1) a lack of standardized and native guidance on developing PVGs; (2) a lack of standardized guidance on
patient engagement; (3) other challenges: no publicly known and trusted platform that could disseminate PVGs;
concerns about the conflicting interests with health professionals.

Conclusions and practice implications Our study suggests clarifying the concept of PVG is the primary task to
develop PVGs and carry out related research. There is a need to make PVG developers realize the roles of PVGs,
especially in helping decision-making, to maximize the effect of PVG. It is necessary to develop native consensus-
based guidance considering developers’ perspectives regarding PVGs.
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What is new

misunderstanding can be avoided.

Guideline development, Chinese mainland

To our knowledge, this is the first study to understand Chinese developers’ perceptions of patient versions of
guidelines (PVGs). We found that no participant noticed the role of PVG in aiding decision-making due to their
low awareness of the necessity for patients to make their clinical decisions.

Our study found that PVG developers have a misunderstanding of PVGs, which might be a reason why the
interviewees stated that they used one of three models for the development of PVGs instead of following the
GIN recommendation. Thus, a sound Chinese translation of the GIN material is urgently needed so that this

This is the first study to explore challenges encountered by PVG developers during the PVG development,
including:1) a lack of standardized and native guidance on developing PVGs; 2) a lack of standardized
guidance on patient engagement; 3) other challenges: no publicly known and trusted platform that could
disseminate PVGs; concerns about the conflicting interests with health professionals.

A comprehensive and pragmatic PVG development method to standardize PVG development and a publicly
known and trusted platform that could disseminate PVGs in China is warranted.

Keywords Clinical practice guidelines, Patient version of guidelines, Patient engagement, Patient involvement,

Background
Patient versions of guidelines (PVGs) are tools that
“translate” clinical practice guidelines (CPG) recommen-
dations and their rationales produced initially for health
professionals into a form that is more easily understood
and used by patients and the public [1]. PVGs could
support patient decision-making by providing multiple
patient-related recommendations and informing patients
of relevant information regarding option(s) (harms, ben-
efits, and risks), eliciting values, preferences, and con-
templation so that patients can choose the treatment or
service most appropriate for them. In situations where
the patients are not offered treatment or service options
recommended in a PVG, patients may communicate with
doctors to express their preferences. Then, doctors may
choose the recommended intervention in the PVG after
weighing the pros and cons; thus, supporting the source
CPG implementation (from now on, we will refer to the
CPGs and the recommendations selected for translation
to PVG as “source CPGs” and “source recommenda-
tions”). PVGs are also one of the strategies to facilitate
the decision-making between the patient and their pro-
vider. By making the recommendations accessible to
patients and easy to understand, PVGs can increase
shared decision-making with their providers [2]. To Janu-
ary 2023, the Scottish Intercollegiate Guidelines Network
[3] has produced over 30 PVGs based on its CPGs, and
US Preventive Services Task Force has over 100 CPG
patient versions available [4]. A variety of medical top-
ics were covered in those PVGs, including cancer (breast,
lung, prostate, oesophagal, pancreatic, and melanoma),
women’s health and reproduction, gastrointestinal condi-
tions, diabetes, and mental health.

Many factors may influence the interpretation and uti-
lization of CPGs, including the clarity and performability

of the recommendation, the rigour of systematic review
methods, and the factors the guideline panel has consid-
ered in making recommendations [5]. It is possible for
developers to incorrectly translate a recommendation
from a CPG into a PVG when they are unclear about the
rationale for the recommendations. Therefore, produc-
ing a helpful PVG is more than tailoring the language
to patients and the public, though the word “translate”
suggests using a different language. Developers need
to consider: who needs to be involved in PVG develop-
ment, how to select the recommendations to be included
in the PVG, how to make sure the recommendations are
translated into PVG correctly, what should be in a PVG,
how to communicate the strength of a recommendation,
and what makes a good PVG for patients. To facilitate the
development of PVGs, the Guidelines International Net-
work (GIN) published a manual in 2015 to guide in devel-
oping useful guideline-derived materials for the public
and patients (hereafter called “GIN public guidance”) [1].

The concept of PVG was first introduced to China in
approximately 2015, following GIN’s definition of PVG
and GIN public guidance offered through an academic
forum. The earliest known PVGs in China date back to
2016 as documented by Jiang et al. [6] and Li et al. [7]. As
of February 20, 2022, a total of 26 PVGs (both ongoing
and completed) have been identified in China [8]. Even
though the number of PVGs is increasing, it remains rel-
atively small compared with the number of CPGs devel-
oped in mainland China (over 100 CPGs every year) [9].
Because there is currently no commissioning organiza-
tion for their development, but only a registration plat-
form (http://www.guidelines-registry.cn/) available for
both PVGs and CPGs. Therefore, developers typically
take the lead in developing a PVG for a particular dis-
ease, with input from a multidisciplinary team of clinical
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experts and patient representatives to ensure accurate
translation of recommendations from other CPGs [8].

The majority of PVG developers in China claim to have
followed GIN’s public guidance when developing their
PVGs [8]. However, despite citing GIN’s definition of
PVG, most PVGs were not simply translations of existing
CPGs into patient versions. Instead, they were adapted
patient versions based on existing CPGs [6] or from de
novo development (i.e., the creation of an entirely new
PVG@G with its own set of research questions that are inde-
pendent of existing CPGs) [10]. Moreover, the develop-
ment processes described by different PVG teams vary
greatly. For example, regarding the source recommenda-
tions, some PVG development teams adopted (without
modifications) the source recommendations [11], and
some adapted source recommendations with modifica-
tions. However, some PVG teams formulated new rec-
ommendations through consensus or voting, and the
source recommendations are just for reference during
this process [12]. Additionally, some teams integrated
recommendations when there were two or more rel-
evant recommendations based on their principles [6].
As to the content of PVGs, we found that some PVGs
only educated patients on what to do [11], without any
information to assist patients in making decisions, such
as potential benefits and harms of the diagnoses, which
looks like a general health education material.

Although the number of PVGs is increasing, research
on the methodology of PVG development is also con-
tinuing [13-16], we are not aware of studies that consider
the perspectives of developers regarding PVGs. So, we
did the interviews to explore Chinese developers’ per-
ceptions of PVG and experiences of developing PVGs, to
inform further methodological guidance for PVG devel-
opment. This qualitative study is one in a series of three
that evaluate the state, perceived challenges, and solu-
tions related to PVG development.

Methods

We applied a qualitative descriptive study design using
semi-structured interviews. This manuscript follows the
recommendations provided by the Standards for Report-
ing Qualitative Research [17]. We used the term “Patient
versions of guidelines” to refer to guidelines produced for
patients and the public.

Researchers’ characteristics

Two female PhD-level researchers (L] and ZY) with expe-
rience in qualitative methods conducted the interviews
and performed the primary analysis. The researchers are
PhD students with experience in developing standard
guidelines, and one researcher has participated in devel-
oping two PVGs [6, 11].
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Participants

According to our scoping review of PVG in China [8],
26 PVGs developed by 16 teams could be identified. We
tried to acquire the contact information of all PVG teams
in China; however, many PVGs only have registration
information (PVG title, organization, name of the person
who submitted the registration) available, and we could
only obtain the contact information of 11 teams who
were responsible for 15 PVGs. We contacted all mem-
bers by email or WeChat with an invitation letter. Next,
we invited team members in different roles, including
the lead persons of the PVG, methodologists, and exter-
nal review experts. We conducted all interviews virtually
between December 2021 and April 2022.

Data collection tool and process

We explored participants’ perceptions of PVG, experi-
ences with current practice in PVG development and
experiences with challenges in the PVG development
process. Topics related to challenges encountered during
the PVG development process were based on the devel-
opment process identified in the scoping review of PVGs
in China [8] and MC-PCG. Two investigators developed
an initial draft of interview guide (L], JL) and discussed it
with other research team members to obtain consensus
and make amendments. Interview guide was pretested
and subsequently adapted if necessary. We used the first
two interviews as a pretest. The research team approved
a final set of 16 questions (supplementary appendix 1).
Characteristics of participants were collected before the
interview. We audio-recorded each interview with par-
ticipants’ permission.

Data analysis

The raw data were first recorded and then transcribed
verbatim using the IFLYREC app (iFLYTEK CO.LTD,
Version: 6.0.3171). The resulting transcripts were fur-
ther reviewed and examinated by L]. Two authors (L] and
ZY, ZY did not participate in the interviews) used con-
ventional and directed content analysis approaches [18]
to analyze the data. We began by reading each transcript
from beginning to end, as one would read a novel. Then,
we read each transcript carefully, highlighting text and
writing a keyword or phrase that seemed to capture the
perceptions and experiences of developing PVGs, using
the participants’ words. As we worked through the tran-
script, we attempted to limit these developing codes
as much as possible. After open coding of three to four
transcripts, we decided on preliminary codes. Then, we
coded the remaining transcripts (and recoded the origi-
nal ones) using these codes and adding new codes when
we encountered data that did not fit into an existing code.
Once all transcripts had been coded, these codes were
then grouped into subcategories and generic categories.
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Categories used for challenges arising from specific PVG
development processes were informed by the scoping
review of PVGs in China [8] and minimum criteria for
the development process, content, and governance of
PVGs (MC-PCG) [15]. We used NVivo (V.12 for Micro-
soft) for qualitative analysis. The final findings were fur-
ther discussed by the research team (JP, JL, ZY, L]) to
achieve investigator triangulation and reach a consensus.

Ethics

Ethical approval was obtained from the Beijing Univer-
sity of Chinese Medicine for conducting this interview
(Approval Number: 2022BZYLL0706). All participants
received an introduction to this study in advance, writ-
ten and verbal informed consent was obtained from all
participants. All methods were carried out in accordance
with the Declaration of Helsinki. The participants were
made aware that they could withdraw from the study
at any time, that their information would be kept confi-
dential, and that they would remain anonymous in any
publications. All participants were provided with a com-
pensation of 600 RMB for their participation.

Results

Twelve developers from nine PVG teams participated in
the individual interviews. Their demographics have been
listed in Table 1. The interviews identified PVG devel-
opers’ understanding of PVGs, their current practice
experience, and the challenges of developing PVGs. See
Table 2.

Understanding of PVGs

The participants thought PVGs are the versions devel-
oped for patients, so PVGs should be based on patient’s
needs, accessible, and understandable to patients. Dur-
ing the interview, participants expressed their views on
the differences and connections between PVGs, general

Table 1 Participants’' characteristics (n=12)

Characteristics of participants interviewed Number
Number of interviews 12

Gender (female/male) 11
Participants with a medical background 6
Participants with a nursing background 5

The participant with formal training in research methods 10

The median number of PVGs each participant had 1.25
participated up to the interview day (range 1-4)
Interview duration 30-60 min

Roles in PVG development*
Lead person 8
Methodologist 11
External review expert 1

PVG: Patient version of guideline

* Some participants have one more role in their PVG development, such as one
participant who is the coordinator, and methodologist
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health education materials, clinical practice guidelines,
and decision aids. The fundamental difference between
PVG and CPG is the difference in audience. PVG should
be developed based on the needs of patients, while CPG
should be developed based on the needs of clinical medi-
cal staff. The difference between PVG and general health
education material is that PVG is designed with a more
rigorous method and provides recommendations. The
difference with patient decision aids (PDAs) is that PDAs
help patients make decisions. PVG developers thought it
is not feasible to help patients make decisions by them-
selves; they developed PVG based on patient needs
instead of PDA. See Table 3.

Current practice

Three models of PVG development

According to PVG developers, there are three models for
PVG development. Model 1: PVG development based
on one CPG, is a translation of a CPG that is in develop-
ment, saves more time, and can facilitate doctor-patient
communication and shared decision making. However,
it does not perfectly address the concerns of patients
and the public. Thus, this model is not adopted by many
PVG developers. Most developers adopted Model 2, PVG
development based on multiple CPGs, and Model 3, de
novo development of PVGs.

The PVG developers explained that they had to refer
to multiple existing CPGs or developing new PVGs from
scratch because they discovered that the identified needs
of patients, as revealed through clinical surveys and inter-
views, were not addressed in any single existing CPG. In
short, the two models are derived from patients’ needs.
In addition, developers who used the third model felt that
although they can translate PVGs from existing CPGs,
the quality and feasibility of the PVGs and whether the
recommendations apply to the target population need to
be considered. Developers think it is often difficult to find

CPGs that meet these requirements, so they prefer the
third model.

Participant A: I think the first scenario is that
maybe this clinical practice guideline is almost com-
pleted, and then they did surveys and found that
the patients also need some recommendations in
this guideline, and I think this is the first model of
PVG development which is based on a clinical prac-
tice guideline... And then, there is another situation
where no single clinical practice guideline could
address all patients’ questions. This is precisely what
happened to us; there are no single clinical practice
guidelines for stroke and physical dysfunction (but
patients need them). And then, we need to do a syn-
thesise of many guidelines. Those are the two models
of PVG development.
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Table 2 Views and experiences of PVG development

Themes

1. Understanding of PVGs

1.1 PVGs is a new type of health education material, that is developed with a rigorous method and should be based on patients’ needs
1.2 Differences and connections between PVGs, general health education materials, clinical practice guidelines, and decision aids

— 1.2.1 PVG and CPG: PVG should be developed based on the needs of patients, while CPG should be developed based on the needs of clinical
medical staff

— 1.2.2 PVG and general health education material: PVG is designed with a more rigorous method and provides recommendations
— 1.2.3 PVG and PDA: PDA helps patients make decisions, PVG not

2. Current practice

2.1 Three models of PVG development

— 2.1.1 Model 1, PVG development based on one CPG (with translation)

— 2.1.2 Model 2, PVG development based on multiple CPGs (with adaptation)

— 2.1.3 Model 3, de novo development of PVGs

2.2 Methodologies followed

— 2.2.1 GIN Public guidance

— 2.2.2 MC-PCGs

— 2.2.3 Evidence synthesis methodology to deal with a recommendation from different CPGs

— 2.24 Guideline adaptations guidance to deal with recommendations from a different context

— 2.2.5 WHO handbook to guide the de novo development

3. Challenges for developing PVGs

3.1 The lack of standardized and native methodology to develop PVGs

— 3.1.1 Team (Contributors and their role in PVG development)

« Lack of standards for team composition (what roles are needed, the number of people for each role, qualifications for each role)
- Limited capabilities for PVG development

— 3.1.2 Identifying patient’s needs

« Lack of standards for identifying what types of patient needs

« The conflict between limited resources and identifying patient’s needs from different background

— 3.1.3 Evidence retrieval, evidence synthesis, and forming recommendations

« Framing the right clinical questions is challenging

« Lack of evidence

- No framewaork to guide PVG development groups to make judgments on recommendations from different source CPGs
- Lack of standards for making the decision between comprehensive search and target search for CPGs

— 3.1.4 Contents

« The disparity in patients’educational levels

« The conflict between the function of PVG in aiding patients’decision making and incomprehensibility of the draft which confuses patients’
understandings

+ No framework to guide the presentation of the recommendation

« Incorrespondence between patients'need and their reading preferences
— 3.1.5 Test and evaluation

- Lack of a standard PVG evaluation tool, to define a good PVG

3.2 Challenges in patient engagement

— 3.3.1 Lack of standard methodological guidance on how patients should be involved in the development of PVG
— Patients lack knowledge of PVGs

3.3 Other challenges

— 3.4.1 Lack of publicly known and trusted platform that could disseminate PVGs
— 3.4.2 Resources required for developing PVGs

— 3.4.3 Conflicting interests of all parties

PVG: Patient version of guideline CPG: clinical practice guideline MC-PCG: Minimum criteria for the development process, content, and governance of PVGs PDA:
patient decision aids

Participant D: I think, for example, to translate the the clinical practice guidelines will address. For
guideline I developed into the patient version. I feel example, our clinical practice guidelines mentioned
that it doesn’t work; why not? Because the questions glycosylated haemoglobin-related questions and rec-
that patients raised are not necessarily included in ommendations, but none of our patients asked these

the guideline. It’s not necessarily the questions that questions in the interviews.
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Table 3 Understanding of patient version of guidelines
Patient versions of guidelines

Farticipant I: | think from the content level, in my opinion,
the general educational material is just to inform, the
content in it may be some background knowledge, but
not necessarily operational, but the PVGs must be op-
erational, because the content in the PVGs is translated
from recommendations, which are operational, or it
can't be written as a recommendation, right? But | don't
think there’s a clear boundary between the two, because
the PVG is just one health education material, right? |
understand it’s also health education material, it can

be a video, a leaflet, a book or something like that, for
patients, they are just health education materials.

Clinical practice  The patient version of the guideline are guidelines for

guidelines patients which address patients’ questions. Clinical
practice guidelines are primarily to address healthcare
professionals’ questions raised in the clinical setting.
Patients’ question is relevant to their lives and has a
different focus from that of physicians. Therefore, PVGs
developers should first identify the needs of patients.

Compared with the patient version of the guide-

line, decision aids require patients to participate in
decision-making, which is not feasible

Participant I..... | think it’s the reason why | didn't want

to develop decision aids at that time because | think

it's complicated. Secondly, | think the communication
between doctors and patients in Guangdong province

is not up to this level. That is to say, people still rely more
on doctors to make decisions for them. If you show them,
forexample, we often tell them a lot of evidence like
shared decision making, and then how much benefit is,
how much harm is, and let them balance and so on. |
think it’s very difficult to understand for 80 or 90 per cent
of the patients. After telling that information to patients,
he would actually ask me in return, “Doctor, what do you
think is the best choice for me to do?” ” So don’t think it's
feasible to let patients make the final choice anyway, so |
never want to do it at all

General health
education
materials

Patient deci-
sion aids

Application of existing methods for PVG Development
Participants reported that they developed PVG follow-
ing GIN Public guidance and MC-PCGs. However, they
found that the existing methodological guidance for PVG
development did not guide model 2, PVG development
based on multiple PVGs, and Model 3, de novo develop-
ment of PVGs. So they integrated other related guidance
such as evidence synthesis methodology to deal with a
recommendation from different CPGs, guideline adap-
tations guideline to deal with recommendations from
another context, and the WHO handbook [19] to guide
the de novo development. However, none followed exclu-
sively one methodology because each methodology has
limitations. Therefore, they compensate for their short-
comings by integrating or adopting multiple method-
ologies. Following is the inapplicability of GIN Public
guidance, MC-PCGs, and the WHO handbook described
by participants (Table 4).
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Challenges for developing PVGs

We identified three challenges for developing PVGs:
(1) the lack of standardized and native methodology to
develop PVGs; (2) challenges in patient engagement; (3)
other challenges: the lack of publicly known platform to
disseminate PVGs, conflicts of interest and resources
required for developing PVGs.

The lack of standardized and native methodology to develop
PVGs

The most commonly perceived obstacle to developing
PVGs was the lack of a standardized and native method.
Participants indicated that although there are some
methodological guidelines for PVG development, the
existing methodological guidelines do not provide com-
prehensive guidance and are not entirely applicable, as
detailed in Table 2. The lack of standardized and native
methodology has made them unsure if they are doing
PVG development correctly or under which situations it
would be best suited. Some of them have even omitted
some crucial steps for PVG development, such as “under-
standing patient needs’, due to the lack of standardized
and native methodological guidelines.

Participant G: Sometimes, if you are given the rules
and requirements and straightforward advice, you
do it with less effort. When you do it according to
the standards and requirements, you will have more
confidence in it (the PVG you produced).

Participant H: There is no standard, and then I am
not sure if this is the right way or not, so I am just
feeling my way.

Given the limitation of existing guidance and lack of
standardized and native methods to develop PVGs, there
were many challenges arising from a specific develop-
ment process, including (1) team; (2) identifying patient
needs; (3) evidence retrieval, evidence synthesis and
forming recommendations; (4) the content and format of
PVG; (5) test of PVG; and (6) dissemination. See supple-
mentary appendix 2 for detail.

Team (Contributors and their role in PVG develop-
ment): Challenges encountered by participants during
the process of the team, is the lack of standards for team
composition (what roles are needed, the number of peo-
ple for each role, qualifications for each role) and limited
capabilities for PVG development.

Participants commented that GIN Public guidance and
MC-PCGs only mention the need to include patients,
editors and source CPG developers, but do not specify
whether other roles, such as methodologists, should
be included in PVG development, especially when the
source CPG developers cannot be included. Thus, PVG
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Table 4 Inapplicability of the of GIN Public guidance, MC-PCGs, and the WHO handbook

Methodologies

Inapplicability

GIN Public guidance

1. Problem: Only describes the methodology for PVG development based on one CPG

Solution: adopted evidence synthesis methodology

Participant A: Because our PVG is not based on one guideline, but on multiple guidelines, it may not be quite in line with the GIN
Public guidance and MC-PCGs, so we used evidence synthesis methodology.

2. Problem: There is no guidance on whether recommendations in clinical practice guidelines need to be adjusted when
they are translated into patient versions

Farticipant A: GIN and MC-PCGs both mentioned how should we present the recommendations. But they didn’t mention if

we should change the strength of the recommendations when they are presented in PVGs. For example, the strength of a
recommendation in the clinical practice guidelines is relatively low because of the low certainty of the evidence, but it may be
particularly practical for patients at home and patients may have a strong preference for it, and then if we could change the
strength of this recommendation to be strong? For example, the recommendation of acupressure for stroke patients is weak

in the evidence summary we included, but | found that patients are very positive about acupressure, and it is very convenient

to use. So, I'm thinking when we present this recommendation in this PVG, should we redefine the recommendation level?
Moreover, if the patient finds the recommendation weak, why it is weak? Is this because this intervention may cause bad effects
on my health? So, | am afraid the presence of weak may make patients misunderstood.

Solution: No solution.

3. Problem: Only provided the general principles, lack of a clear process

Participant A: GIN is not particularly detailed, it lacks detailed process guidance, that is, it only provided the relevant principles or
standards, but he did not tell you what steps we need to take for the PVG development

Solution: Follow the process provided in MC-PCGs, WHO handbook, guideline adaptation methodologies

Participant A: we followed the process included in the guideline adaptations guideline and MC-PCGs

Participant B: We are still referring to the 2015 GIN manual, then we also referred to the development process in the WHO hand-
book, that is, we took the steps mostly for the development of clinical practice guidelines.

4. Problem: Lack of clear criteria on how to define a good PVG

Farticipant A: In fact, GIN actually did not mention how we should translate recommendations in the clinical practice guideline
into a version that patients can understand, and patients may prefer, it is not clear, that is, this is the lack of a standard, that is,
how do you determine your phraseology, your expression is the best for readers.

Solution: Combined GIN Public guidance and general health information assessment tool

Farticipant A: Like us, we have adopted an American patient education material assessment tool as one of the criteria in the
translation process. We combined the GIN and the American FAMT patient education materials and assessment tools to refine
and translate the recommendations.
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Table 4 (continued)

Methodologies

Inapplicability

MC-PCGs

WHO handbook

Problem: MC-PCGs are inapplicable in our country to some extent

Participant A: The MC-PCGs are currently the only standard tool for PVG, but they may not be suitable for our national situation.
For example, it mentioned in it that a draft of PVG should be given to the relevant patient’s representative association or a pro-
fessional association. However, in our country, there is basically no such association, especially for patients, thus this develop-
ment process criteria may not be suitable.

Solution: Adapted MC-PCGs in some items, such as in the process of “approva
2. Problem: There is no guidance on whether recommendations in clinical practice guidelines need to be adjusted when
they are translated into patient versions

Same as GIN Public guidance

3. Problem: Lack of publicly available detailed guidance, not easy to understand and apply

Participant A: Like MC-PCGs, it mentioned that the team should have an independent chair and a process support member/sec-
retary... Because they did not tell what his qualifications should be, what is the qualification for the chair? Thus, we divide our
team into two groups directly, into two groups, that is, one is responsible for drafting, and the other group may be specialized in
providing recommendations, which we think may be more suitable. Yes, more suitable for our current environment, right?
Solution: No solution.

4. Problem: Lack of clear criteria on how to define a good PVG

Same as GIN Public guidance

There are differences between clinical practice guidelines and patient versions of guidelines regarding the process and
methodology of development, because of their differences in target population:

1. Problem: PVG focus on addressing questions raised by patients, not health professionals

Participant B: Because at present, one of the biggest differences between clinical practice guidelines and PVG is that their audi-
ences are different, maybe the audience of practice guidelines is clinicians, and the audience of PVG is patients. Hence, their
purpose is not the same, the starting point must be different, and fundamental questions that need to be addressed in PVG are
not the same, which must be raised or cared for by patients.

Solution: WHO handbook was used as a compensatory methodology. They adapted some processes and methodology
in the WHO handbook, such as the method of identifying clinical questions, and combined them with GIN Public guid-
ance in guiding the presentation of PVG

2. Problem: The mostly used method of Delphi expert consultation to identify clinical questions in CPG is less applicable
to PVG

Participant D: Delphi expert consultation method could be used to identify problems during CPG development, but we certainly
cannot use this approach, why? | said the problems we are looking for are questions raised by patients, right? But if we take

the Delphi approach, which means we need to invite experts to determine which questions we need to solve in the PVG, do

you think it is appropriate? It seems inappropriate, you originally want to know which issues are the patients most concerned
about, but now we did an interview with patients, and if we then ask experts to give the final decision, then why did we need to
interview pregnant women at the beginning, | said it is very unsuitable to formulate questions by means of Delphi method
Solution: use the social function method to determine the final set of questions

3. Problem: The requirement for team composition in CPG development is different from PVG development

Solution: formed a patient and public group, and involved policymakers, editors and illustrator

Participant B: One of the things that the Patient and Public Group are responsible for, in its roles is to identify clinical questions
on the one hand, and on the other hand, to identify the preferences and values of patients and the public when we form our
recommendations. We may need to include some government policymakers in the steering committee, patients with some
medical backgrounds and other such things, so that it may be more reflective of the patient’s own voice, right?

4. Problem: the requirement for the presentation of PVG is different from CPG

Solution: combined with GIN Public guidance in guiding the presentation of PVG

Participant B: Another is that after we form the recommendation, we need to do the user test to see if the patients can accept,
and understand the recommendation. ...

"

PVG: Patient version of guideline CPG: clinical practice guideline MC-PCG: minimum criteria for the development process, content, and governance of PVGs
developed by the National Health Care Institute of the Netherlands PDA: patient decision aids GIN Public guidance: the guidance on “How to develop patient
versions of guidelines”, which is produced by GIN

developers feel unsure if they had a good team composi- In addition, some perceived their limited capabilities
tion for developing a qualified PVG. According to partici- for PVG development as a big challenge for them. Par-
pants’ views and experiences, the team requirements for  ticipant G indicated:

PVG development are almost the same as CPG develop-
ment, including the methodologists, clinical profession-
als, and patient representatives. However, PVG needs
more patients and editors with experience in writing to
individuals who are not in healthcare.

“Due to our professional scope is limited, we also
have limited ability (to develop PVGs), we actually
believe if there are more excellent teams or individu-
als joining us here, more authoritative, and more
experienced experts to join in, it will be better”
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Identifying patients’ needs: Firstly, there is no guidance
for identifying what types of patients’ needs. Participants
were confused about whether they should identify the
topics that patients want to address before CPG selec-
tion, or just identify information that patients need to
help them understand and implement the recommenda-
tions after CPG selection. On the one hand, some par-
ticipants think that it is necessary for PVG developers to
identify the topics that patients want to address before
CPG selection, because “we are not sure if patients will be
interested in those questions addressed in the CPGs, or if
there are some questions that patients care about but are
not included in our CPGs (Participant C)” On the other
hand, doing this will likely result in some topics that are
not included in the existing CPGs and require a de novo
development of PVG; while de novo development needs
more resources and a higher requirement for the team.

Secondly, the conflict between limited resources and
identifying patients’ needs from different backgrounds is
also a challenge encountered. Participants indicated the
patients to be surveyed should be from different back-
grounds (clinical, community, or family) because het-
erogeneity in patients will probably capture the whole
picture of patients’ needs. However, this requires more
resources and is time intensive.

Evidence retrieval, evidence synthesis, and forming
recommendations: Firstly, framing the right questions
is challenging, because they found patient’s concerned
questions were too broad (for example from participant
H, Can I use Traditional Chinese medicine to treat my
stroke) or too specific (for example from participant D,
diabetic patients should drink skim milk or low-fat milk?),
which left them confused about how to frame the ques-
tion, to facilitate the evidence retrieval.

Secondly, lack of evidence was perceived as an impor-
tant obstacle, many questions that patients raise are likely
to be of lesser concern to researchers, resulting in a lack
of evidence in this area. Regardless, patients might not
value evidence; they just want answers which could help
them to know what they could do for themselves. There
is a lack of guidance to support developers to balance the
challenges of patients’ needs and a lack of evidence when
producing PVGs.

Thirdly, no framework to guide PVG development
groups to make judgments on recommendations from
different source CPGs which are developed by other
organizations. PVG developers are not clear how to
address context differences between source CPGs and
PV@Gs; or how to address inconsistency and integrate rec-
ommendations from different source CPGs.

Finally, due to the lack of standards for making the
decision between a comprehensive search and a tar-
geted search for CPGs, participants are unclear about
whether they should conduct a comprehensive search for
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all relevant CPG to answer patients’ questions when they
already have found one relevant and high-quality CPG.

Contents and format: The challenges arise from the
process of drafting the PVG including the disparity in
patients’ educational levels, the conflict between the
function of PVG in aiding patients’ decision making
and the understandability of PVG, as well as big differ-
ences between different patients’ need and their reading
preferences.

PVG developers found that preferences for the con-
tent and format for people at different educational levels
varied greatly, with some preferring only text and others
preferring graphics, leaving them confused about which
educational level they should present the PVG for.

In addition, participants were often faced with chal-
lenges in translating evidence into clear messaging that
can be understood by patients. On the one hand, PVGs
must include sufficient information regarding the evi-
dence to aid patients in their decision-making; and, on
the other hand, they must ensure that the recommenda-
tions can be easily interpreted by patients.

No framework to guide the presentation of recom-
mendations was also mentioned by the participants. Par-
ticipants were unsure whether and in what situation they
should present the following information in a recommen-
dation, including the quality of the evidence, recommen-
dation level, the rationale for the recommendation, and
other supported background information.

In order to help patients’ self-management after read-
ing PVG, participants believed they should include more
self-management information beyond recommendations.
Consequently, the content of a PVG may be very lengthy,
while lengthy information will make patients lose interest
in reading. Thus, PVG developers are unclear about how
much information should be presented.

Test and evaluation: To ensure the quality of PVGs,
participants test and evaluate them before they are final-
ized, which are called external reviews by participants.
Due to the lack of a standard PVG evaluation tool, to
define a good PVG, participants don’t know what aspects
they should ask external reviewers to give advice and
suggestions, and who should be involved in the external
review. According to participants’ views and experiences,
PVGs should be tested and evaluated from multiple per-
spectives; for example, they used AGREE 2 to evaluate
the recommendations, and some presented the source
recommendations, with the translated recommendations
to experts for assessing the accuracy of the translation,
some assessed the understandability using a health edu-
cation evaluation tool by DECERN, some evaluated its
feasibility, appropriateness, meaningfulness, and effec-
tiveness based on FAME framework.
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Challenges in patient engagement
Lack of standard methodological guidance on how
patients should be involved in the development of PVG:
participants stated there is a lack of methodological guid-
ance on patient engagement in PVG development. They
were confused about when to involve patients; how many
patients should be included; and how to include repre-
sentative patients. They called for methodological guid-
ance which can provide methods and skills to facilitate
patients’ engagement. See Appendix Table 1 for detail.
When to involve patients: They were confused about
whether patients should be involved in the whole devel-
opment process or only some particular stages of the
process.

Participate A: Which development process would be
better for patients and editors to be involved in PVG
development? Should they be involved in the whole
development process, but can this really make a dif-
ference? Because they (patients) may not have as
much time as we do, so we can’t invite them every
time.

How to include representative patients.

Participate C: because we look for some patients in
the hospital, of course, we need to find some patients,
and parents who are more cooperative, because par-
ents of low cooperation will not participate. Then,
we did find some of the parents with a high degree of
cooperation, however, they are less likely to say, less
likely to raise different voices, they are less likely to
tell us there are problems existing in our PVG.

Patients’ lack of knowledge of PVGs: patients’ lack of
knowledge of PVG was perceived as a barrier to their
engagement in PVG development. They couldn’t express
their needs and different opinions regarding PV@G, as they
don’t know what the PVG is for, or what it should be.

Other challenges

In addition to the above challenges, a number of other
challenges were expressed by participants. There is no
publicly known and trusted platform that could dissemi-
nate PVGs; or resources required for developing PVGs.
Some participants also expressed their concerns about
the conflicting interests related issues; for example, some
health providers think the PVG may hinder patients’ com-
pliance with the treatment regimen they provided after
reading the PVG, if the PV G recommended different treat-
ment, or if patients interpret the recommendations in the
PVG differently (Participate G).
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Discussion and conclusion

Discussion

PVGs are essential for supporting patient decision-
making and facilitating SDM. In this study, twelve PVG
developers from nine teams in China were interviewed.
Our study summarizes the perceptions and experience
of PVG developers, which includes their understanding
of PVG, their experience of PVG development, and the
challenges that arose during development.

A key finding emerging from the interviews is devel-
opers’ misunderstanding of PVG, which are supposed
to be translated versions of CPGs. However, interview-
ees believe that PVGs are guidelines for patients, with
the emphasis on guidelines “for patients’, which can be
a translated version of CPGs, or an adapted, or de novo
developed patient version of guidelines based on patient
needs. This finding is also evidenced by the existing
introduction literature to the PVG [20], which references
GIN’s definition of the PVG, but translates it into “PVG
refers to the guidelines for patients, which are developed
under the guidance of evidence-based medicine philoso-
phy, centered on the health issues of patient concern and
based on the best available evidence” Almost all of these
interviewees share the same understanding of PVG, and
therefore, they pointed out that there could be three
models for the development of PVG: Model 1, PVG
development based on one CPG (with translation) as
GIN pointed out; Model 2, PVG development based on
multiple CPGs (with adaptation); and Model 3, de novo
development of PVGs. It was due to a misunderstanding
of the concept of PVGs that developers found many inad-
equacies and confusion associated with the development
of PVGs when they followed the GIN public guidance.
Therefore, clarifying the concept of PVG on the basis of
a correct translation is the primary task for us to develop
PVGs and carry out related research.

PVG developers indicated the role of PVG in educating
patients, and in providing recommendations. Still, none
indicated the role of PV@G in aiding decision-making due
to PVG developers’ low awareness of the necessity for
patients to make their clinical decisions. This explains
why some PVGs only educated patients on what to do,
without any information to assist patients in making
decisions. However, recommendations in the CPGs only
involve the CPG development group’s value judgments,
which may be not appropriate for individual patients.
PVGs must convey this idea to both healthcare profes-
sionals and patients and provide information to facilitate
the decision-making process [21]. In addition, according
to the conceptual framework for patient-directed knowl-
edge tools developed by Dreesens et al. 2019 [14], the pur-
pose of PVG is not only to inform or educate and provide
recommendation(s) but also to support decision-making.
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Thus, it is important to raise PVG developers’ awareness
of PVG’s role in aiding decision-making.

To this day, few studies explored the challenges that
arose during PVG development. Only SIGN has identi-
fied the challenges for PVG development from the per-
spective of PVG users, including the challenge to provide
sufficient information while avoiding information over-
load, a lack of consensus on the usefulness of rating the
strength of evidence and recommendations [22, 23]. But
no studies looked at the challenges from the perspective
of PVG developers. Our study identified the following
challenges:

First, participants reported there is a lack of standard
methods to develop PVGs, resulting in challenges aris-
ing from the specific development process, such as no
framework to define a good PVG; no framework to guide
the presentation of recommendations for patients; no
explicit methodology on PVG development initiated by
PVG developers who are not involved in the CPG devel-
opment. Moreover, the existing PVG development guid-
ance is developed in a different context (MC-PCGs are
developed in the Netherlands), and published in Eng-
lish, which may cause difficulty in understanding, such
as “Personalization of PVG recommended in GIN Public
guidance” is difficult to understand for non-native Eng-
lish PVG developers, as stated by interviewer G. There-
fore, native consensus-based guidance considers the
perspectives of developers is needed.

Second, the challenges in patient engagement: partici-
pants stated they were unclear about whom to include as
the representative patients, how many to have, at what
stage in the development process to include them, or
how best to include them, and it is difficult for patients
to voice different opinions and express their needs as
they expected. Those challenges are also encountered
by CPG developers. However, CPG developers world-
wide, including GIN, Canadian Task Force on Preven-
tive Health Care (CTFPHC) [24], Scottish Intercollegiate
Guidelines Network [25], and National Institute for
Health and Care Excellence [26], have provided strate-
gies to involve patients and the public in the guideline (or
PV@) development. For example, GIN recommends that
it is desirable to collaborate with the patient during the
whole development process of the PVG. Still, it is more
feasible to include patients in the planning and consulta-
tion stages. In addition, Ainsley Moore et al. 2021 devel-
oped a 12-item Patient Engagement Evaluation Tool
(PEET) to inform guideline developers about the quality
of patient and public involvement activities [27]. There-
fore, PVG developers could refer to existed guidance or
tools on patient engagement.

Third, a number of other challenges were expressed
by the participants during the development. There is no
publicly known and trusted platform like National Health
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Care Institute in the Netherlands that could dissemi-
nate PVGs. Therefore, we identified many PVGs were
published in the professional database and patients had
no access to them. Concern of conflicting interests with
health professionals is also a challenge for PVG devel-
opers. Actually, this concern is also raised by patients
[24]. However, this issue has not been addressed in the
literature. Therefore, we suggest PVG providers should
pay attention to this issue and could have feedback from
health providers regarding this when they finalized the
PVG.

Strength and limitations

This is the first study to explore PVG developers’ percep-
tion of PVGs, and the challenges they have encountered
during the PVG development process. While the data
set is highly novel, the sample size was modest. Future
investigation of the findings discussed herein with larger
samples would be valuable. This study only included PVG
developers from China, the conclusions drawn from the
interviews do not necessarily compare to the viewpoint
of PVG developers from other countries. In addition, we
did not include role members such as patient representa-
tives and editors in the PVG team. This makes the results
of this study missing some of the experiences and per-
ceptions from their perspective. However, this study pri-
marily hopes to identify the methodological challenges
of PVG developers during PVG development. Thus, this
does not have a significant impact on the results of this
study.

Conclusions

Our study identified that all PVG developers ignored
the roles of PVGs in helping patients’ decision-making,
and have a misunderstanding of PVG, which might be a
reason why the interviewees stated that they used one of
three models for the development of PVGs instead of fol-
lowing the GIN recommendation. Thus, a sound Chinese
translation of the GIN material is urgently needed so that
this misunderstanding can be avoided. Moreover, PVG
developers encountered many challenges arising from the
specific development process, as the existing PVG devel-
opment guidance only focuses on providing guidance
to source CPG developers. Therefore, a comprehensive
and pragmatic PVG development method to standardize
PVG development is warranted. Moreover, PVG devel-
opers also call for a publicly known and trusted platform
that could disseminate PVGs in China.

Implications

There is a need to make PVG developers realize the
roles of PVGs, especially in helping decision-making,
to maximize the effect of PVG. Firstly, providing con-
tinuing education programs to assist PVG developers in
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understanding the essentials of PVG is key to promot-
ing the development of high-quality PVGs. Secondly, the
benefits of SDM must continually be emphasized, and
a positive attitude towards SDM must be promoted. A
sound Chinese translation of the GIN material is urgently
needed to avoid the misunderstanding of PVG. It is nec-
essary to develop native consensus-based guidance con-
sidering the perspectives of PVG developers regarding
PVGs.
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