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LEVELS OF EVIDENCE

Rating of Therapeutic Article

Rating of Diagnostic Article

Rating of Prognostic Article

Rating of Screening Article

Class I: Prospective, randomized,
controlled

clinical trial with masked outcome
lassessment,

in a representative population. The
following are required:

@) primary outcome(s) clearly defined
b) exclusion/inclusion criteria clearly
defined

c) adequate accounting for drop-outs
and cross-overs with numbers
sufficiently low to have minimal
potential for bias

d) relevant baseline characteristics are
presented and substantially equivalent
lamong treatment groups or there is
lappropriate statistical adjustment for
differences.

Class I: Evidence provided by a
prospective study in a broad
spectrum of persons with the
suspected condition, using a
reference (gold) standard for
case definition, where test is
applied in a blinded evaluation,
land enabling the assessment of
appropriate tests of diagnostic
accuracy. All patients
undergoing the diagnostic test
have the presence or absence of
the disease determined.

Class I: Evidence provided by a
prospective study of a broad
spectrum of persons who may be
at risk for developing the outcome
(e.g. target disease, work status).
IThe study measures the predictive
ability using an independent gold
standard for case definition. The
predictor is measured in an
evaluation that is masked to
clinical presentation and, the
outcome is measured in an
evaluation that is masked to the
presence of the predictor. All
patients have the predictor and
outcome variables measured.

Class I. A statistical,
population based sample of
patients studied at a

uniform point in time (usually
early) during the course of the
condition. All patients undergo
the intervention of interest. The
outcome, if not objective, is
determined in an evaluation that
is masked to the patients’
clinical presentations.

Class I1: Prospective matched group
cohort study in a representative
population with masked outcome
lassessment that meets a-d above OR a
RCT in a representative population that
lacks one criteria a-d.

Class 1: Evidence provided by
a prospective study of a narrow
spectrum of persons with the
suspected condition, or a well
designed retrospective study of a
broad spectrum of persons with
lan established condition (by
“gold standard”) compared

to a broad spectrum of controls,
\where test is applied in a blinded
evaluation, and

enabling the assessment of
appropriate tests of diagnostic
laccuracy.

Class 11: Evidence provided by a
prospective study of a narrow
spectrum of persons at risk for
having the condition, or by a
retrospective study of a broad
spectrum of persons with the
condition compared to a broad
spectrum of controls. The study
measures the prognostic accuracy
of the risk factor using an
acceptable independent gold
standard for case definition. The
risk factor is measured in an
evaluation that is masked to the
outcome.

Class I1. A statistical, non-
referral clinic-based sample of
patients studied at a uniform
point in time

(usually early) during the
course of

the condition. Most patients
undergo the intervention of
interest. The outcome, if not
objective, is

determined in an evaluation
that is

masked to the patients’ clinical
presentation.

Class I11: All other controlled trials
(including well-defined natural history
controls or patients serving as own
controls) in a representative population,
where outcome is independently
assessed, or independently derived by
objective outcome measurement.**

Class I11: Evidence provided
by a retrospective study where
either persons with the
established condition or controls
are of a narrow spectrum, and
\where the reference standard, if
not objective, is applied by
someone other than the person
that performed the test.

Class I11: Evidence provided by a
retrospective study where either the
persons with the condition or the
controls are of a narrow spectrum.
The study measures the predictive
ability using an acceptable
independent gold standard for
case definition. The outcome, if
not objective, is determined by
someone other than the person
who measured the predictor.

Class I11. A sample of patients
studied during the course of the
condition. Some patients
undergo the intervention of
interest. The outcome, if not
objective, is determined in an
evaluation by someone other
than the treating physician.

Class IV: Evidence from uncontrolled
studies, case series, case reports, or
lexpert opinion.

Class 1V: Any design where
test is not applied in an
independent evaluation OR
evidence provided by expert
opinion alone or in descriptive
case series (without controls).

Class IV: Any design where the
predictor is not applied in an
independent evaluation OR
evidence provided by expert
opinion or case series without
controls.

Class V. Expert opinion, case
reports or any study not
meeting criteria for class | to
1.
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