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[ Abstract An evidence-based ap-
proach to the development of clini-
cal practice guidelines has at-
tracted significant attention from
physicians’ groups as well as from
the public. According to the US In-
stitute of Medicine, clinical prac-
tice guidelines are defined as sys-
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What are “clinical practice guidelines”?

tematically developed statements
to assist practitioner and patient
decisions about appropriate health-
care in specific clinical circum-
stances. Clinical practice guidelines
can also improve communication
among clinicians and patients and
their caregivers. However, overly
rigid adherence to clinical practice
guidelines can cause confusion and
hamper practitioners’ decision
making. The recent style of evi-
dence-based clinical practice
guidelines is characterized by the
following three components: defin-
ing clinical questions (CQ) to be

addressed; reviewing current evi-
dence; and determining grades of
recommendation. Questions need
to be raised not only by clinicians
but also by patients, namely patient
questions (PQ). This review pro-
vides a brief history of evidence-
based clinical practice guidelines
and addresses current interna-
tional movements with special ref-
erence to Japan.

Keywords clinical practice
guidelines - evidence-based _
medicine - patient participation -
stakeholders

Evidence-based medicine and clinical practice
guidelines

An evidence-based approach to the development of clin-
ical practice guidelines has attracted significant atten-
tion from physicians’ groups as well as from the public.
According to the US Institute of Medicine, clinical prac-
tice guidelines are defined as systematically developed
statements to assist practitioner and patient decisions
about appropriate healthcare in specific clinical circum-
stances [16]. Clinical practice guidelines are decision-
aiding tools that are meant to serve not only clinicians
but also patients. Nowadays, caregivers need to be in-
cluded in user groups.

Before the era of evidence-based medicine (EBM) it
was not so common for clinicians to identify, retrieve,
and evaluate medical literature routinely. Thus authori-
tative clinicians used to develop clinical practice guide-
lines mainly based on expert consensus, fondly so-called
“GOBSAT (Good Old Boys Sat Around a Table)” [20, 23].

The term EBM was originally introduced by Guyatt in
1991 [12]. The concept evolved from the discipline of
clinical epidemiology, and was originally developed for
individual clinical cases and to empower clinicians. Sub-
sequently, however, the “evidence-based” approach was
extended to methodology for the development of clini-
cal practice guidelines. Nowadays, this rigorous ap-
proach to the development of guidelines involves a mul-
tidisciplinary team representing various stakeholders
and working with explicitly described methods [8].

In the UK, the Scottish Intercollegiate Guidelines
Network (SIGN), formed in 1993, proclaims “our objec-
tive is to improve the quality of healthcare for patients
in Scotland by reducing variation in practice and out-
come, through the development and dissemination of
national clinical guidelines containing recommenda-
tions for effective practice based on current evidence”
[30].1In 1999, the UK Government’s Blair administration
established the National Institute for Clinical Excellence
(presently, the National Institute for Health and Clinical
Excellence: NICE) to promote the development and dis-
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semination of evidence-based clinical practice guide-
lines [24].

In Japan, the term EBM was first introduced and dis-
cussed in the Health Technology Assessment Working
Group 1 of the former Ministry of Health and Welfare
(MHW) during 1997 and 1998 {4]. The following year, in
1999, a report by the Health Technology Assessment
Working Group II successfully drew attention to how the
use of evidence-based clinical practice guidelines could
improve healthcare [5]. Subsequently, the MHW (since
2000, Ministry of Health, Labour and Welfare; MHLW)
began sponsoring the development of a series of clinical
practice guidelines for several high-priority diseases. By
fiscal 2004, a total of 23 sets of clinical practice guide-
lines were developed under the MHLW scheme (Fig. 1)
[21].

In contrast to the old style, rigor and transparency of
developmental methodology is highly desired in devel-
oping evidence-based clinical practice guidelines. The
structures of these documents are characterized by the
following components: defining clinical questions
(CQs) to be addressed; reviewing evidence; and deter-
mining grades of recommendation. The main CQs in-
cluded in clinical practice guidelines relate to effective-
ness of intervention (treatment). Tablel shows an
example of levels of evidence [9]. The basic concept of

Table 1 Levelsofevidence (from|, highest to VI, lowest) as proposed in guidelines
for developing guidelines in Japan

T s TR

' Source of evidence i, -

level of evidence is to what extent each research design
is scientifically valid, that is, to what extent they success-
fully avoid or control bias. Although this core idea is
common, there are variations in ways to show levels of
evidence in clinical practice guidelines for various dis-
ease areas.

Although the Grading of Recommendations Assess-
ment, Development and Evaluation (GRADE) Working
Group proposed standardization of procedures in 2004
[10], whether the level of evidence and grade of recom-
mendation should be standardized across clinical prac-
tice guidelines in different areas remains controversial.
Standardization is possible when governmental agen-
cies take the initiative to develop clinical practice guide-
lines. However, so long as academic societies develop
clinical practice guidelines, developmental methodol-
ogy cannot be strictly standardized. Examples of grades
of recommendation that are used in Japan are shown in
Table 2 [9,31].

Grade of recommendation for any particular clinical
question is not solely determined by the level of system-
atically reviewed evidence. Factors that are related to de-

Table 2 Grades of recommendation

Fig. 1 EBM-related governmental activities in
Japan

FY 1997

157 governmental
report on health

technology assessment

2~ governmental
report on health

FY 1998 l ’

technology assessment

FY 2001, 2002

technologies and
information

Report on assistance of
dissemination of health
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termination of grade of recommendations include not
only level of evidence but quantity of evidence and het-
erogeneity of findings, clinical effect size, clinical ap-
plicability, evidence of safety, cost, and so on [9]. Fur-
thermore, more than a few guideline developers have
noticed that there are a considerable number of cases in
which high-level evidence cannot be provided for cer-
tain CQs. Therefore the process of developing consensus
in a formal manner (Delphi method, Nominal Group
Technique, and so on) has been gaining attention. In
light of this, among clinical practice guidelines devel-
oped in Japan those for the treatment of ulcerative coli-
tis were developed by explicit integration of clinical ev-
idence and expert consensus [27].

Role of clinical practice guidelines

Decision-making in various clinical settings is by no
means based solely on evidence obtained from medical
literature. Haynes etal. [13] discussed clinical expertise
in the EBM era, and claimed that provision of the best
possible care to patients can be accomplished by inte-
grating the following three components: patients’ clini-
cal state and circumstances; patients’ preferences and
actions; and best evidence from research (Fig.2) [13].
Clinical practice guidelines are a combination of re-
search evidence and recommendations derived from
those findings. They are just one of the many factors that
must be considered when making appropriate decisions
about care for individual patients.

A common concern about clinical practice guidelines
is related to the question of how binding clinical practice
guidelines are supposed to be. In Japan, unfortunately,
there is considerable confusion regarding some of the
technical terms used in the discussion of issues relevant
to clinical practice guidelines [21]. According to the In-
ternational Epidemiologic Association’s Dictionary of
Epidemiology, “directives” are considered more binding
than “recommendations” whereas “recommendations”
are considered more so than “guidelines.” However,
guidelines and recommendations are mostly synony-
mous and are not meant to regulate clinical actions and

Clinical state and circumstances

W@@

Patients’ preferences and actions Research evidence

Fig. 2 Physicians’ and patients’ choices in evidence-based practice: “Evidence
does not make decisions, people do”

decision-making of individual practitioners [19}. For
example, the Joint National Committee on Prevention,
Detection, Evaluation, and Treatment of High Blood
Pressure’s Seventh Report, a well-known clinical prac-
tice guideline for the treatment of hypertension, empha-
sizes that the responsible physician’s judgment remains
paramount [3].In Japan, one of the major causes of mis-
understanding about the roles of clinical practice guide-
lines in healthcare can be attributed to confusion re-
garding the meaning of the term “recommendation,”
which is alternately translated into two Japanese words,
either “kankoku” or “suishou.” Until recently,“kankoku,”
which appears in various legal contexts, has been used to
refer to recommendations in practice guidelines. The
Medical Service Law of Japan consists of a series of
kankoku, which are not compulsory in theory but bind-
ing in practice. This means that the use of the word
kankoku may give the wrong impression to guideline
stakeholders including the public and law experts in
Japan that the guideline recommendations may be
legally binding. Such misunderstanding could be
avoided by using the alternative term “suishou” - which
means an official or expert suggestion about the desir-
able thing to do - instead of kankoku in recommenda-
tions [22]. -

Eddy [6] estimates that guideline recommendations
are applicable to about 60-95% of cases encountered,
and suggests that statements that are applicable to
>95% of the target population should be regarded as
standards whereas those that are applicable to only 50 %
should be regarded as options. One should always bear
in mind that guideline recommendations are not always
applicable for individual clinical cases even if they are
rigorously developed and linked with current evidence.
It is essential that specific circumstances and the needs
of individual patients be taken into account when as-
sessing information contained in clinical practice guide-
lines. After all, clinical practice guidelines help clinicians
in their work but are no replacement for clinicians’ skills
and experience.

Questions addressed in clinical practice guidelines

The development of evidence-based clinical practice
guidelines involves various steps including, although
not limited to, formulating clinical questions to be an-
swered by guidelines and finding and appraising the
best evidence using systematic review methods. This
means that the contents of clinical practice guidelines
are shaped by the CQs raised. For clinical practice guide-
lines to serve as a useful decision-aiding and problem-
solving tool for practitioners, patients, and caregivers,
CQs should be raised not only by the authoritative pro-
fessionals of the development group but also by primary
care physicians, healthcare workers, patients, and care-
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givers. CQs must reflect not only clinicians’ but also pa-
tients’/caregivers’ views. CQs that are usually most rele-
vant to patients and caregivers relate to lifestyle and self-
care as well as the process of discussing treatment
options with physicians. Questions that are essential for
ensuring that patients participate in medical decision-
making should be addressed in clinical practice guide-
lines. In the USA and western European countries where
clinical practice guidelines are popular, patients’/care-
givers’ views are supposed to be reflected in CQs. On the
other hand, attempts to do this are lagging in Japan. To
improve this situation, recently the term “patient ques-
tions” (PQs) has been intentionally used in discussions
to improve the awareness of stakeholders including au-
thoritative clinicians and patient advocacy groups.

Although identifying PQs is an important process in
the development of clinical practice guidelines, identify-
ing what these are for all topics addressed in clinical
practice guidelines may not be practical-nor is it possi-
ble to incorporate all PQs that are identified into clinical
practice guidelines. However, practitioners’ efforts to in-
corporate patients’ views into clinical practice guide-
lines and involve patients in the process of developing
guidelines may help medical experts increase public
trust in healthcare.

To provide a framework for assessing the quality of
clinical practice guidelines, the Appraisal of Guidelines
Research & Evaluation (AGREE) has developed an in-
strument that comprises 24 items including one item for
general evaluation [1, 2]. The AGREE instrument as-
sesses the quality of both the reporting and certain as-
pects of recommendations themselves. For instance, the
instrument’s item no.5 asks whether “patients’ views
and preferences have been sought” Information about
patients’ experiences and expectations of healthcare
should inform the development of clinical guidelines.
There are various methods for ensuring that patients’
perspectives inform guideline development. For exam-
ple, the development group could involve patients’ rep-
resentatives, obtain information from patient inter-
views, and consider literature reviews of patients’
experiences.

For patients to provide any useful input into clinical
practice guidelines, they need to be properly prepared
and empowered. For example, the Patient Involvement
Unit (currently, the Patient and Public Involvement Pro-
gramme) of the UK’s NICE identifies appropriate pa-
tient organizations to register as stakeholders for indi-
vidual guidelines and runs training workshops for
patients interested in contributing to guideline develop-
ment [24]. As mentioned above, for clinical practice
guidelines to serve as a useful decision-aiding tool for all
parties involved it is essential to promote effective pa-
tient and caregiver participation. In terms of legal ex-
pertise, Inaba [14] proposed a cooperative healthcare
model in which 1) both medical practitioners and pa-
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tients understand the roles and limitations of clinical
practice guidelines; 2) medical practitioners have an
ethical responsibility to understand patients’ problems
and concerns; and 3) treatment strategy is openly dis-
cussed between patients and medical practitioners.
Clinical practice guidelines that incorporate patients’/
caregivers’ perspectives may not only improve and facil-
itate informed consent procedures but also enhance the
quality of care, patient safety, and patient satisfaction
through shared decision-making. To raise public aware-
ness and support of clinical practice guidelines, recom-
mendations should be formulated based on sound sci-
entific evidence and should be critically appraised,
taking into consideration issues related to clinical ethics
and law.

In the midst of heated debates on many issues sur-
rounding clinical practice guidelines, clinicians, who are
both the developers and users of clinical practice guide-
lines, should once again ask themselves this fundamen-
tal question: For whom and for what purposes are guide-
lines developed and used?

Clinicians’ attitudes toward clinical practice
guidelines

In spite of the considerable efforts of many healthcare
organizations the impact of clinical practice guidelines
on clinical practice or health outcomes is not always as-
sured [11,18]. Compared with the expectations of guide-
line developers, clinical practice guidelines are neither
always popular nor adequately understood among clin-
icians. Clinical practice guidelines have been variously
described as anti-intellectual, standardizing practice
around the average, preventing discretion in individual
cases, cost cutting, limiting innovation in the clinical set-
ting, and encouraging litigation. These attitudinal barri-
ers could potentially seriously limit the implementation
of guidelines.

Farquhar etal. [7] conducted an online medical data-
base review of English-only reports of clinicians’ atti-
tudes to clinical practice guidelines and found that: 75%
of clinicians agreed that guidelines were helpful sources
of advice; 71 %, that they were good educational tools;
and 70 %, intended to improve quality. However, many
clinicians also considered guidelines impractical and
too rigid to apply to individual patients (30 %) and that
they reduced physician autonomy and oversimplified
medicine (34 %), would increase litigation (41%), and
were intended to cut healthcare costs (53 %).

Findings of similar surveys conducted in Japan are
available. One is the mail survey conducted by the Japan
Council for Quality Health Care (JCQHC) in December
2002 [29]. In total, 1865 clinic doctors and 5885 hospital
doctors responded to the survey. About 80% of clinic
doctors and 90% of hospital doctors either agreed or



strongly agreed with implementing EBM in clinical
practice. The percentage of respondents who reported
using clinical practice guidelines was 56 % among clinic
doctors and 52% among hospital doctors. Most of the
respondents (clinical doctors, 85 %; hospital doctors,
89 %) felt that clinical practice guidelines are either use-
ful or very useful as a tool for making clinical decisions.

Another mail survey targeted members of the Japan-
ese Society of Neurology (JSN) in February 2005 [15].
This survey was planned to follow the publication of 6
guidelines that were developed by JSN (stroke, Parkin-
son’s disease, seizures, headache, amyotrophic lateral
sclerosis, dementia). Among 1500 neurologists who were
randomly sampled from the JSN membership list 573
participated in the survey (response rate: 38%). Ap-
proximately 70% felt that clinical practice guidelines
were useful in daily practice (those with <10 years of
clinical experience, 80 %; 10-25 years, 74 %; > 25 years,
62%). More than a few of the respondents felt that cur-
rent guidelines did not fully answer clinical questions
raised in reality. Approximately one third of the respon-
dents felt it was likely that clinical practice guidelines
would reduce professional autonomy. Thirty-eight per-
cent of the respondents expressed worry concerning in-
creases in litigation (those with <10 years of clinical ex-
perience, 31 %; 10-25 years, 38%; > 25 years, 44%). At
the same time, 38 % agreed that access to clinical prac-
tice guidelines by patients and caregivers was useful
when seeking to obtain informed consent to provide
treatment (those with < 10 years of clinical experience,
319%; 10-25 years, 39 %; > 25 years, 42 %). Approximately
80% recognized the usefulness of clinical practice
guidelines for continuing medical education (CME) for
clinicians.

These findings suggest that healthcare providers con-
sistently report moderate-to-high satisfaction with clin-
ical practice guidelines, but there are concerns about the
practicality of guidelines and their potential for increas-
ing litigation. On the other hand, it is worth pursuing the
role of clinical practice guidelines in CME and the facil-
itation of communication among clinicians, patients,
and caregivers.

Promoting information sharing

Clinical practice guidelines have negative as well as pos-
itive aspects. Overly rigid adherence to clinical practice
guidelines can cause confusion and hamper practition-
ers’ decision making. The use of clinical practice guide-

lines alone can by no means improve quality of care.
Nevertheless, the information contained in clinical prac-
tice guidelines has the potential to benefit not only med-
ical practitioners but also patients and caregivers.

In Japan, the MHLW’s Governmental Committee on
the Promotion of Health and Medical Technology Infor-
mation 2002 proposed that the internet should be used
to provide healthcare professionals and the general pub-
lic with access to guidelines and relevant medical infor-
mation. Similar systems: Guideline Clearinghouse in the
USA and the UK’s National Electronic Library for Health
are well known. The MHLW has funded a similar project
under the Japan Council for Quality Health Care
(JCQHC) which was designed to establish a national
EBM database by April 2002, the first of its kind in Asia.
This database is called the Medical Information Net-
work Distribution Service (“Minds”) (http://www.ebm.
jeghe.or.jp) [17, 28, 29]. Services available through
“Minds” received favorable reviews in the mass media,
indicating a high level of public interest in medical in-
formation services. The effective utilization of informa-
tion infrastructure is expected to further accelerate
changes in the relationship between patients and clini-
cians that are now starting to occur [25].

From an international view, one of the major activi-
ties is the Guidelines International Network (G-I-N)
founded in November 2002 [26]. The G-I-N is an inter-
national not-for-profit association of organizations and
individuals involved in clinical practice guidelines (cur-
rently including 67 organizational members and part-
ners representing 33 countries from North and South
America, Asia, Europe, and Oceania plus WHO partici-
pation). The purpose of the G-I-N is to improve quality
of healthcare by promoting systematic development of
clinical practice guidelines and their application into
practice through supporting international collabora-
tion.

With an explosion of the amount of clinical informa-
tion, increased social interest in sharing that informa-
tion, and better transparency in healthcare, the impor-
tance of clinical practice guidelines must be greater than
ever. Further discussions are required by all guideline
stakeholders to identify what needs to be done to ensure
that both medical practitioners and lay persons fully un-
derstand the significance, roles, and limitations of clini-
cal practice guidelines.
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What are “clinical practice
guidelines”?

% U.S. Institute of Medicine defines...
“Clinical practice guidelines are systematically
developed statements to assist practitioner and
patient decisions about appropriate health care

for specific clinical circumstances.”

[Clinical Practice Guidelines: Directions for a New Program, M.J.
Field and K.N. Lohr (eds.) Washington, DC: National Academy

Press.p38}
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background in Japan

& The official movement to develop evidence-based
clinical practice guidelines began in 1999 with the
financial support of the Ministry of Health and
Welfare (presently, the Ministry of Health,
Labour and Welfare).

% Since then, practice guidelines in various fields
have been developed or are now under
development.

& Methods using the principles of evidence-based
medicine are becoming popular.
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EBM related governmental activities in Japan.
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Working Groups funded by the Ministry of )
Health, Labour and Welfare in Japan

# A study on the acceptability and developmental
methodology of ‘structured abstracts’ to be used for
medical databases and EBM-oriented ‘Clinical Practice
Guidelines (FY 2001-3)

®A study on the infrastructure development for the
appropriate development, use, and distribution of
Evidence-based Guidelines
(FY 2004-6).

BA study on exploration of the role of clinical practice
guidelines: sharing information and professional continuing

education. (FY 2007-)
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From the medical professional
to “society”

@ Rapid increase in information flow to society.

%5 Lay people may misuse (abuse) practice
guidelines. ..simplistic quality evaluation of healthcare and
its risk of misuse in lawsuits.

5 Non-sharing between the proper use of and the positioning
of “Clinical Guidelines” in healthcare and society

% From the development to the positioning of clinical
guidelines constitutes the problem of
“Social Consensus Development,” which extends beyond the
medical community.
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Patients participated in developing the

clinical practice guidelines for the g % ;

treatment of asthma for patients (2004).
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Two version of guidelines

& For practitioners (doctors)
% For patients / care givers

& providing patients / care givers with
relevant information

% the base of communication with health
professionals
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Patients

2 1 collaboration
presentative
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Examples of correction and editing by patient "

advocates / representatives
(Guidelines for pediatric asthma)

...Because it is detrimental to a patient’s self-image.

Pre-proposal
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They say...

1t is very traumatic for children to see illustrations
that reproduce their suffering, especially for those
who have a deformed chest because they cannot
exhale.

® Further, other people are left with a stereotypical
understanding of a disease when they see such
illustrations.

® Intentionally using iliustrations that depict suffering
is not necessary.
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“Educating Patients”...

® But rather,
“Providing Patients
with Information”

be as unilateral or
hierarchical.
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What is going to happen to me at*
the hospital?
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Post-proposat W
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An example
guideline devel
"
Japanese guidelines for the management of stroke
(developed by & related academic societies beginning
with the Japan Stroke Society
[Chair: Pof Yt}!(ito Sh'nohra )
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Treatment Guidelines for Patients
and Caregivers

1

Generated a sample of what patients want to know but
cannot ask by interviewing roughly 30 stroke patients

Working with patient support groups, we refined the
responses to particular issues that patients would like to
know about, and added 75 questions to our survey

3. We added nearly 100 more questions based on what
y
physicians would like to tell their patients

g

4. Added answers from medical specialists and completed
our Q&A
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