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CuLiNicAL PrRACTICE GUIDELINES:

RecoMMENDATIONS, NOT LIMITATIONS

When patients
experience health
problems, they trust
their physicians to
recommend the best
possible treatments,
taking into account
their medical history,
symptoms, and
preferences. Physicians

rely on their training
and experience to make
these important decisions. To assist physicians and
help promote evidence-based health care, clinical
practice guidelines have been developed for a variety
of health conditions and procedures.

Clinical practice guidelines can substantially
influence medical practice and patient access to
treatment. For these reasons, it is essential that
organizations follow a transparent, inclusive, and
evidence-based process for guideline development.
Moreover, guideline recommendations were never
intended to apply to all patients or to replace
physician judgment. Consequently, clinical practice
guidelines should not be used to force one-size-fits-
all health care.

Clinical practice guidelines are designed
to help optimize patient care.

Guidelines need input from a broad
range of stakeholders, including a
multidisciplinary group of experts and
patients or advocates.

Clinical practice guidelines’ influence
on treatment decisions and health
insurance/reimbursement requires that
their development entall transparent
processes and unbiased, thorough
reviews of the evidence.

The application of guidelines must
permit flexibility in the care of individual
patients when deemed necessary by
their physician.
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STANDARDS FOR GUIDELINE DEVELOPMENT

Due to the increasing number of guidelines (>2,700),
some of which may be contradictory or perceived

as untrustworthy, the Institute of Medicine (IOM)
developed standards for clinical practice guidelines
in 2011."* These standards are summarized in the
following table.!

INSTITUTE OF MEDICINE STANDARDS

FOR DEVELOPING TRUSTWORTHY
CuiNicAL PrRAcCTICE GUIDELINES'

o Transparency: Guideline development and
funding should be transparent.

« Conflicts of interest: Conflicts of interest
should be disclosed and managed.

« Guideline development group
composition: Group should be
multidisciplinary and include those affected
by the guideline.

« Systematic reviews: Systematic reviews
used in guideline development should meet
IOM’s Standards for Systematic Reviews of
Comparative Effectiveness Research.

« Evidence foundation and strength of
recommendation: Underlying rationale and
strength of evidence should be provided.

o Articulation: Recommendations should be
articulated in a standardized format that
includes the action to be performed and the
relevant circumstances.

« External review: Guidelines should undergo
external review by a broad group of relevant
stakeholders.

« Updating: Guidelines should be updated
based on new evidence.

GUIDELINE DEVELOPMENT PROCESSES

Medical Professional Societies

The exact methods of guideline development vary
among different medical professional societies, but
they generally include several common features.

A committee is formed to develop the guidelines,
typically comprising a multidisciplinary group

of clinical experts and other stakeholders such

as patients, advocates, and policymakers.’ The
group typically formulates the guideline objectives
and clinical questions, and defines the patient
population(s). The group may then determine the
type of evidence and outcomes to include, and
define the analytic framework.* Both the Agency
for Healthcare Research and Quality (AHRQ) and
the IOM require guidelines to be evidence based, as
opposed to opinion or experience based,"* and many
medical professional societies grade the strength

of the underlying evidence. Once the evidence is
reviewed, it is translated into recommendations and
often subjected to external review.®

Government Organizations

Government organizations sometimes publish
clinical practice guidelines. For example, the Centers
for Disease Control and Prevention (CDC) has
recently developed guidelines for the prescription

of opioids (painkillers) for the treatment of chronic
pain in primary care settings.® In the development

of these guidelines, the CDC followed the Grading
of Recommendations Assessment, Development,

and Evaluation (GRADE) method (http:/www.
gradeworkinggroup.org/), which specifies the
systematic review of scientific evidence and

promotes the transparent grading of evidence quality
and recommendation strength.® The resulting
recommendations were considered by a core expert
group that included CDC scientific staff, subject
matter experts, state agency representatives, and an
expert in guideline development methods. Later, the
guidelines were reviewed and commented on by a
variety of stakeholders, including professional medical
organizations, community groups, and the public.’
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Health Insurance Organizations

Most large health insurance organizations adopt
selected guidelines from medical professional
organizations.'”"* However, others adapt existing
guidelines or develop their own."*'* Health
insurance organizations do not typically describe
the process of guideline development on their
websites, but may state that the guidelines are
evidence based and are developed by staft physicians
in consultation with practicing clinicians.'**

CONTROVERSY IN GUIDELINE DEVELOPMENT

Unfortunately, not all organizations that develop
guidelines adhere to the standards set by the IOM.
This can lead to substantial controversy over the
legitimacy of the guideline committee, conflicts of
interest, quality/interpretation of the evidence, and
potential limits to patient care.” Clinical practice
guidelines can be extremely influential, not only
in determining which therapies and procedures
physicians recommend to their patients, but also in
determining health insurance coverage policies.’ It
is therefore important that guideline development
groups follow standards designed to promote
transparent, inclusive, impartial, and evidence-
based recommendations.

Transparency

Transparency is the first principle described in the
IOM Standards for Developing Trustworthy Clinical
Practice Guidelines.! Although many guideline
development groups do use transparent processes,
transparency is not universal.

For example, some have questioned the process

by which the CDC selected the committee to
develop their recent guidelines for the prescription
of opioids for the treatment of chronic pain in
primary care settings. In response to claims that
they preferentially selected experts favorable to their
position, the CDC broadened their request for input
to include numerous external groups, including
professional medical organizations, community
groups, and the public.>*®

WHo DEVELOPS

CLINIcAL PrAcCTICE GUIDELINES?

Type of organization Examples

American Academy
of Neurology
American Academy
of Pediatrics

Medical professional
societies

National Comprehensive
Cancer Network®
(NCCN®)

Centers for Disease
Control and Prevention
(CDQO)

Non-profit alliances

US government

Health insurance

. Unity Health Insurance
companies

Conflict of Interest

A second principle outlined by the IOM is the
disclosure and management of conflicts of interest.
The most knowledgeable and relevant experts
may have conflicts of interest, such as physicians
who practice medicine in the area described in
the guideline.! Often, it is important to include
these individuals despite their potential conflicts
of interest. In recognition of this, the IOM
recommends that a majority of guideline group
members, as well as the committee chair and co-
chair, should be free from conflicts of interest.

Most importantly for guideline development, group
members must disclose any potential conflicts of
interest. These potential conflicts of interest must
then be adequately examined and managed. When
this doesn’t occur, insurers may inappropriately
restrict coverage as demonstrated by a 2008 finding of
the Connecticut Attorney General that the Infectious
Disease Society of America failed to review the
conflicts of interest of group members who developed
an influential 2006 guideline on Lyme disease.”

Evidence Base

The IOM standards indicate that guidelines should
include a summary of relevant available evidence
(including evidence gaps) and an assessment of the
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quality, applicability, completeness, and consistency
of the evidence.! Although many guideline
developers do attempt to thoroughly and objectively
evaluate the available evidence, the evidence base is
often incomplete, and multiple interpretations may
be possible.

An example of this is in the 2014 revised guidelines
issued by the American Academy of Pediatrics
Committee on Infectious Diseases for the use of a
prophylactic medication for infants at increased
risk for hospitalization due to infection with
respiratory syncytial virus.? The revised guidelines
have been criticized for the data utilized in drawing
their conclusions.”

Participation from Relevant Stakeholders

Per the IOM standards, guideline development
groups should be multidisciplinary and include
populations expected to be affected by the guideline.
Although it can sometimes be challenging to
include patients in guideline development groups,
many different methods of involving patients
have been successfully implemented.> Moreover,
patient advocates may be a good fit for guideline
development groups given their representation

of a broad patient perspective, as well as their
understanding of medical terminology and the
structure and importance of clinical evidence.’

Patient and advocate representation is particularly
important for guideline development by
organizations whose members may be divorced
from patient concerns, such as the government
and health insurers. In the absence of patient
involvement, health insurers may be inclined

to weigh cost too heavily and government
organizations may develop guidelines that lack the
patient perspective.

UsEe ofF CLINIcAL PrRACTICE GUIDELINES

Clinical practice guidelines can be extremely useful
to physicians in helping to determine proven,
evidence based treatments. For patients, guidelines
can help engender confidence that they are receiving

the best medical care. However, guidelines were
never intended as absolutes, and problems can arise
when a patient’s individual situation necessitates
deviation from the recommendations. Patients given
treatments that are not aligned with clinical practice
guidelines may wonder why, leading them to
question their physician’s judgment and interfering
with the patient-physician relationship.

Physicians may feel pressured by health insurance
companies and even their employers to follow

the guidelines in most or all situations. Indeed,
guidelines can be, and often are, used to restrict
patient care even if they were not developed
according to the IOM standards. Ultimately, it

is essential that physicians have the latitude to
provide individualized patient care that may not fit
a particular practice guideline, as deemed necessary
in their professional judgment.

CONCLUSIONS

Clinical practice guidelines can be useful to

both physicians and patients, helping to promote
consistent, evidence based medical care. The
guidelines can also be extremely influential,

not only in shaping physician behavior, but also

in determining health insurance coverage and
reimbursement. For these reasons, the methods
used to develop clinical practice guidelines must be
transparent, inclusive, thorough, and systematic.
Diligent efforts should be employed to guard against
bias while including the most relevant experts,

as well as patients and advocates who provide an
important perspective. Guidelines were never
intended, and should not be used, to ration patient
care or as a replacement for physicians’ judgment.
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