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Opinion

Clinical Practice Guidelines

What's Next?

Clinical practice guidelines are a key component of
medicine, as they provide evidence-based recommen-
dations for physicians and other health care profession-
als about the management of care for patients with dis-
eases or other clinical conditions. Anumber of important
developmentsinvolving clinical practice guidelines have
emerged in the past few years. This Viewpoint dis-
cusses some of the more important of these.

Steps Forward

The Institute of Medicine Report

The release of the 2011 Institute of Medicine (IOM, now
the National Academy of Medicine) report Clinical Prac-
tice Guidelines We Can Trust was an important step
forward.! With this report, for the first time, an authori-
tative body proposed methods for guideline develop-
ment that could no longer be ignored. According to the
I0M report, clinical practice guidelines are defined as
“statements thatincluderecommendations, intended to
optimize patient care, that are informed by a systematic

Trustworthy guidelines not only
contain an important review and

assessment of the medical literature

but establish norms of practice.

review of evidence and an assessment of the benefits and
harms of alternative care options."' Since 2011, a set of
practice recommendations not explicitly informed by a
systematic review should no longer be considered a clini-
cal practice guideline. This change in definition resulted
in ajreduction of nearly’50% in the number of|guidelines
listed on the National Guideline Clearinghouse (NGC),
from 2619 in 2014 to 1440 in 2018 (as older guidelines
without a systematic review are removed from the site).

However, some operational issues still need to be
clarified. For example, does a new systematic review need
to be conducted for guideline development, or can exist-
ing systematic reviews be used? If the latter,how old can
the review be and still be considered up to date? More-
over, the change in definition, plus the explication of the
criteria that make a guideline trustworthy (use of a mul-
tidisciplinary panel of experts, managing conflicts of in-
terest, consideration of patient subgroups and patient
preferences, using an explicit and transparent process for
development, providing ratings of both the quality of the
evidence and strength of the recommendations) brought
amuch-needed “raising of the bar” to guideline develop-
ment. The more internationally representative Guide-
lines International Network standards? released in 2012
were in general similar.

The/GRADE Framework

Although the first major article from the Grading of Rec-
ommendations Assessment, Development and Evalua-
tion (GRADE) working group was published in2004, the
last few years have seen asubstantial increase in the num-
ber of guideline groups using GRADE and the number of
options available within GRADE.> The step forward with
GRADE is the [separate assessments of the certainty (or
quality or strength) of the evidence and the strength of
theglidelingjrecommendation. Thisidecotipling makes it
more transparent indetermining the evidence base on
which arecommendation isfounded. The GRADE frame-
work for assessing the certainty of the evidence works par-
ticularly well for interventions for chronic diseases.

The areas for which the GRADE framework has/not
worked as well, such as |patient safety and quality im-
provement interventions, are the subject of active
GRADE working groups. When the evidence available
consists of pooled results of randomized trials, GRADE
has demonstrated good reliability (k = 0.6-0.7).* How-
ever, since it requires subjective inter-
pretation of the evidence, GRADE is likely
less reproducible but probably in gen-
eral no less so than other systems of as-
sessing evidence. Overall, the wider
adoption of GRADE and its Evidence to
Decision framework, accompanied by
concomitant researchinto those parts of
GRADE that work welland those parts that may need im-
proving, generally represents animportant advance for
guideline development.

StepsBackward

Too Many Guidelines

In[2003, 1402 jguidelines were indexed on the NGC,
whereas by 2013, that number had increased to 2619,
Many of these guidelines are about the same or|similar
topics but were produced by different organizations.
Guidelines from different groups can either agree or
mostly agree with each other (making them|redundant
and a potential waste of scarce guideline development
resources) or they can/disagree, leaving clinicians and pa-
tients juncertain about which recommendation to fol-
low. Bréast|cancerscreening among women aged 406
50 years, treatment of type 2 diabetes, and the defini-
tionand treatment of hypertension are particularly note-
worthy recentlexamples of where guidelines|disagreel”
Having guidelines from different groups with major dif-
ferences in recommendations does not serve patients
or clinicians, as these different recommendations inevi-
tably get viewed through the lens of vested interests.
In addition, when there are substantial differences in
major recommendations of guidelines, patients and

JAMA Published online August 9, 2018

© 2018 American Medical Association. All rights reserved.

Downloaded From: by alImperial College London User on 08/09/2018

E1


mailto:Paul.Shekelle@va.gov
mailto:Paul.Shekelle@va.gov
http://www.jama.com/?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jama.2018.9660
John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel


John Vogel



E2

Opinion Viewpoint

clinicians may not trust the process and then may simply dismiss the
recommendations. [Fewer and more trustworthy guidelines are
needed. In terms of what organizations should be responsible for
guideline development, the type of organization matters less than
adherence to a transparent and rigorous approach to managing con-
flict of interest and guideline development.

TheDemise of the National Guideline Clearinghouse

OnJuly 16, 2018, free access to the National Guideline Clearing-
house (NGC) website was|inactivated because of lack of funding for
it to continue. This means the 2.6 million annual visitors to the site
will no longer have free access to summaries of 1385 guidelines,
many of which have also been assessed using the NGC Extent
Adherence to Trustworthy Standards assessment tool. This shut-
tering of free access to the NGC undermines one of the key recom-
mendations of the IOM Trustworthy Guidelines report, namely that
the NGC provide users with information to help in distinguishing
trustworthy guidelines from the rest: “The NGC is a highly useful
guideline dissemination tool... the NGC should eliminate clin-
ical practice guidelines for which trustworthiness cannot be
determined, and identify the trustworthiness of those retained.”!
The loss of free access to the NGC is a major step backward for
users of clinical practice guidelines.

Forward Progress Needed
Many issues still need to progress in practice guideline develop-
ment, but 2 are of particular importance.

Conflict of Interest

Financial conflicts of interest among organizations and experts cre-
ating practice guidelines are highly prevalent, can in some instances
be quite large, are often unreported or reported inaccurately, are sub-
ject toinadequate or nonexistent policies on disclosure, and in some
cases have been associated with differences in recommendations.®
The concern about financial conflicts of interest extends beyond
whether panel members receive money from vested industry inter-
ests. A guideline that recommends more visits and procedures may
beregarded as being potentially self-serving when the guideline com-
mittee consisted solely or predominantly of members of the clinical
group likely to benefit from the increased demand. The IOM report

ARTICLE INFORMATION

recommends that committee members with conflicts of interest
should bein the minority,' and because certain recommendations pro-
vide financial benefits to certain clinical specialties, organizations
should require that such specialists be a minority on most guideline
committees. Organizations that produce practice guidelines must do
a better job at reporting and managing conflicts of interest. The cur-
rent status quo has not been sufficient to improve this issue. Refus-
ing publication on the part of journals for guidelines that do not meet
the IOM standards on conflict of interest might be one effective way
to stimulate improvement.

Updating

The need for regular andmorelfrequent updating has been animpor-
tant but/unaddressed aspect of clinical practice guidelines for some
time, and there is general agreement about the need to address this
issue, The Guidelines International Network Updating Guidelines
Working Group” has been making progress with some of the meth-
odologic issues, and some organizations are trying to take steps
forward.® The main barrier does not involve knowing how to accom-
plish updating but rather determining who should pay for it. Machine
learning may be helpful in the future to update guidelines more effi-
ciently, but so far its proven ability to substitute for human effort is
limited tojust a few examples. However, the urgency of updating clini-
cal practice guidelines cannot wait for a technological advance that
for a decade has seemed to be just around the corner. It is not clear
that a new transfusion of resources into the system is needed to
achieve effective surveillance and updating of practice guidelines. If
different organizations that develop competing guidelines would stop
producing multiple guidelines on the same topic and would pool their
resources to develop joint guidelines, the result would be fewer and
more regularly updated guidelines without need for a netincrease in
resources. That would also serve to make clinical practice guidelines
even more useful for clinicians and patients.

Clinical practice guidelines will remain animportant part of medi-
cine. Trustworthy guidelines not only contain an important review
and assessment of the medical literature but establish norms of prac-
tice. Ensuring that guidelines are up-to-date and that the develop-
ment process minimizes the risk of bias are critical to their validity.
Reconciling the differences in major guidelines is an important un-
resolved challenge.
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