Preface

The last 50 years have seen major advances in the rigor with which medical communities
around the world have addressed optimal choices in medical management. The first major ad-
vance, beginning a half century ago, was the recognition that randomized trials provide far more
secure inferences regarding treatment impact than do observational or physiological studies.
Another major realization of the last 20 years has been the necessity for systematic summaries
of the best relevant evidence—termed systematic reviews, which are often accompanied by sta-
tistical pooling that we call meta-analysis—to inform management decisions.

The latest realization, still emerging and evolving, is that we should apply, as much as possible,
the same rigorous approach to the development of clinical practice guidelines. Because it is
not possible for clinicians to process the voluminous and continually rapidly expanding litera-
ture that should inform their patient management, practice guidelines have become an essential
component of efforts to optimize quality of care. Unfortunately, the need for practice guidelines
and their rapid expansion preceded the widespread understanding of the need for, and the meth-
ods for, a systematic evidence-based approach to guideline development.

The medical community is now addressing this deficit, and the Grading of Recommendations As-
sessment, Development and Evaluation (GRADE) Working Group is playing a major role in this
process. On the surface, GRADE presents an approach to rating the quality of evidence, and
grading the strength of recommendations. This is in itself important, but following the GRADE
process necessitates rigorously addressing each aspect of guideline development.

For instance, GRADE mandates an explicit statement of the question being addressed, includ-
ing the specification of all patient-important outcomes. GRADE, when optimally applied, requires
systematic reviews addressing the impact of the competing management approaches on all
patient-important outcomes. GRADE requires a transparent summary of the evidence relevant to
each outcome (including judgments about its quality), and a transparent accounting of the deci-
sions made in making the necessary judgments. Finally, GRADE requires an explicit statement
of the underlying values and preferences involved in trading off the desirable and undesirable
consequences associated with the competing management strategies. This implies efforts to as-
certain the values and preferences of the relevant patient populations that will face the choice
of alternative therapies.

GRADE represents a major advance for guideline development, an advance from which clini-
cians will gain great benefit. First, they will be able to be confident in the rigor of guidelines that
adhere to the GRADE approach. Second, they will see the confusing plethora of varying sys-
tems of rating quality of evidence and grading recommendations replaced by a simple, uniform
system. Third, if they wish, they can view explicit, parsimonious evidence summaries, and de-
cide for themselves whether they agree with judgments about the quality of evidence, and about
the balance of desirable and undesirable consequences.

In summary, the GRADE approach presented in this document represents the forefront of think-
ing and practice in optimizing the rigor of clinical practice guidelines.
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