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INTRODUCTION \

Clinical practice guidelines):é{re recommendations for optimizing
patient care that are developed by systematically reviewing the
evidence and assessing the benefits and harms of health care

interventions.

O These interventions may include not only medications but other types
of therapy, such as radiation, surgery, and physical therapy.

O Clinical practice guidelines are developed by a variety of groups and
organizations including federal and state government, professional

associations, managed care organizations, third-party payers, quality
assurance organizations, and utilization review groups.
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INTRODUCTION

Q Clinical Practice guidelines should be feasible, measurable, and
achievable,

U Clinica] Practice guidelines, from wh
will be developed,

Pharmacist they will

ich quality performance measureg
should be reviewed by Tepresenlatives of the
impact.
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H Clinical performance measures may be developed from clinical
PIACHEEISHIASlTE: and used in quality improvement initiatives. When
these performance measures are incorporated into public reporting,

accountability, or pay [8¥ performance programsjItHENSHEENSIRNG

U In the clinical setting, pIEHEREAHOIONEINCANPIACHEESaene -
should be priorifized to those that have the strongest supporting

evidence, and thg most impact on patient population morbidity and
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3 Clinical practice guidelines, from which quality performance measures
have been developed, should be updated as new evidence is available,
and the producers of the performance measures should be notified of

the work in progress.
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Evidence-based medicine (EBM) and Clinical
Practice Guidelines

Evidence-based medicine (EBM) is a philosophy of practice and an
approach to decision making in the clinical care of patients that 8
involves making individual patient care decisions based on the best

currently available evidence.
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= Why Does EBM Matter?
L7 Increases audience confidence in the value, objectivity, effectiveness’ of heoﬂh CWe
and reproduc1b111ty og (the tests or procedures . intev Venhgn

.i\)

Increases transgarency
ol 9 ((approach) e seces o} Mgy

3. Provides a balanced approach. —_>
4! 'Protects patients from ineffective or risky care.
5. 'Increases cost-effectiveness and value! ©f ﬂ)e heaH’h cave outcomeg
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: Be based on a systematic review of the existing evidence.
secon 0¥y ¢ yyud 4

; athwey °F ony Be developed by a knowledgeable, multidisciplinary ‘panel of
sl e\o m experts and representatives from key affected groups.

(4D
;

¢ Consider important patient subgroups and patient preferences
as appropriate. |

A,

Be' based on an explicit and ' transparent process ‘that
minimizes distortions, biases, and conflicts of interest:
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TO BE TRUSTWORTHY GUIDELINES SHOULD...

AN

: (quidedines )M s\8 G e,..\.%ﬁ

2 Provide a clear explanation of the logical relationships
between alternative care options and health outc&))mes, and

provide ratings of both the quality of evidence” and the
Z/strength of recommendatlons

o7 Be reconsidered and revised’as appropriate when important
new evidence warrants modifications of recommendations.
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INSTITUTE OF MEDICINE (I0M)

(development) Jdaoy s

The IOM proposed 8 standards for developing evidence-based clinical practice

guidelines.

Establishing transparency.

Managing conflict of interest.

Guideline development group composition.

Clinical practice guideline-systematic review intersection.
Establishing  evidence  foundations 4 for and  rating  strength

of recommendations.
Articulation (clear) of recommendations:

External review:
8: Updating.
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—ﬂ 1. ESTABLISHING TRANSPARENCY. %w

~The processes by which a clinical practice guideline
(CPG) is developed and funded should be detailed
explicitly (in a clear and detailed manner) and publicly
accessible.
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2. CONFLICT OF INTEREST (COI)

is one important potential source of bias in the development of CPGs.

A ‘set of circumstances that creates a risk that professional judgment or c
actions regarding a primary interest will be unduly influenced by a ,‘
secondary interest.

A

* A diyergence between an individual’s private interests and his or her
profe?smnal obligations such that an independent observer might reasonably [
question whether the individual’s professional actions or decisions are |
motivated by personal gain, such as financial, academic advancement, clinical
revenue streams, or community standing,
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EXPERTS WITH CONFLICTS

The most knowledgeable individuals regarding the subject matter addressed by a
CPG are frequently conflicted.

These “experts” often possess unique insight into guideline relevant content

domains.

They may be aware of relevant information about study design and conduct that is
not easily identified.
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*Strategies for Managing COI: &-
1. Simple disclosure (a person's financial interests).

2. Exclude from leadership roles.

3, Participation in certain restricted recommendations.

1. Formal or informal consultation.

gl

Fully exclude conflicted members from panel participation.

= Managing conflict of interest:

A Prior to selection of the Guideline Development Group (GDG), individuals
being considered for membership should dectare all intorests and activities
potentially resulting in COI with development group activity, by written
disclosure to those convening the GDG.
%, Qaos Cigﬁ\afw(conﬁs'cidl _) Je &
) - \ntevest
~ Disclosure should reflect all current and planned commercial (including services
from which a clinician derives a substantial proportion of income), non-commercial, (D
intellectual, institutional, and patient/public activities pertinent to the potential

scope of the CPG.
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= Managing conflict of intelgest: JAsla s aogaer) (m e bef) dSe-
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Process

5. Disclosure of COIs within GDG (me (’.‘\iﬂg) \.LC: (updalre) ‘6»‘91-@!_3 r°}.9_3-

~ All COI of each GDG member should be reported and discussed by the prospective .
development group prior to the onset of their work.

- Each panel member should explain how their COI could influence the CPG
development process or specific recommendations.

Each panel member will update any COI at each meeting of the GDG.

., COI conflicts will be reviewed and resolved by the GDG chair and staff. The

resolution may involve having the panel member recuse themselves from relevant
discussion and/or voting.
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= Managing conflict of interest: N

_ . Divestment

7 should i.o- (deprive someone of (power, rights, or

possessions)) ‘rcrmseives ol Dnaacl mvesiie s they or their family members
have, and ~ot pariicipaie o eeline sciivities or advisory boards of entities

whose interests could be affectédvl»)y CPG recommendations.
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= Managing conflict of interest:

(‘3(1‘(‘6““6).“ <\8 (:L’-c:\ o ) (membe r’s) sl &
(shoulénO%' have coT ) : ) v

1Y Exclusions

- Whenever possible GDG members should not have COL

. In some circumstances, a GDG may not be able to perform its work without
members who have COIS, such as relevant clinical specialists who receive a
substantial portion of their incomes from services pertinent to the CPG.

~ Members with COIs should not represent a majority of the GDG.
. The chair or co-chairs should not be a person(s) with COL
. Funders should have no role in CPG development. | L
(shou \d be perform without having any mem bers whb)é(ﬁu‘ée\‘“e) Ns\9g
hove cCcols
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3. COMPOSITI()N OF GUIDELINE DEVELOPMENT

e GROUP (GDG)

NS> =

> ‘\h@\\(\e’\ |. The GDG should be multidisciplinary and balanced, including
\D-‘o L e —> methodological experts, clinicians, and populations expected to be '
g\(\o*}\k affected.

\
o“‘Qs\ 3;} Inc]:ude (at least at the time of clinical question formulation and draft CPG
review) a current or former patient and a patient advocate or
X p patient/consumer organization representative.

R} | :
\\(\b "> ‘e S oy (gu\c‘seline)j\@u{

Adopt strategies to increase effective participation of patient and’
consumer representatives.
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review that uses systematic

andards set by the institute

{. Use systematic reviews (is a type of literature
Standards for

methods to collect secondary data) that meet st
of medicine’s committee (e.g IOM Commlttee) on

Systematic Reviews.

w team should interact.

5. The GDG and systematic revie

STANDARDS FOR SYSTEMATIC REVIEWS [~
__’,‘.————/-

=

RIGOROUS recommendations for:

1 TInitiating a systematic review.
Finding and assessing individual studies.

Synthesizing body of evidence — Reporting,.

19
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5. ESTABLISHING EVIDENCE FOUNDATIONS AND
RATING STRENGTH OF RECOMMENDATIONS

, , o8 g g Ol waxy (ki) IS
For each recommendation provide: (

description of the
quality, quantity, and consistency of the aggregate available
evidence.

of the part played by values, opinion, theory, and
clinical experience in deriving the recommendation.
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t: *Randomized controlled trails (RCTs) start high. —s h\ﬁh confidence ©99

+Observational studies start low.

—> low confidence o400

5. factors that Can lower quality Factors Increase confidence In quality ©
1 Blas 1. Large effect

2. Inconsistency 2. Doseresponse’

3 Indirectness

4 Imprecision

S Publication blas
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GRADING OF THE STRENGTH OF THE

| RECOMMENDATION

|

» If you understand GRADE you understand how to use
evidence to inform practice.
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PROLIFERATION OF SYSTEMS j—
| COMMON INTERNATIONAL GRADING

< GRADE (Grades of recommendation, assessment, development and
evaluation). ’
‘e Jafuwsd) ADE 38 %
(-:*International group >92'@/'~ 0 9—9 e Jg—wk& (GR D ) A
A4 Australian NMRC, SIGN, USPSTF, WHO, NICE, Oxford CEBM, CDC,

CC
“*~ 40 meetings over last 16 years 0
)\ \3\9 Q **The system - over 100 organizations thus far -8 o
(cv%“ " \;\ rid st IN@) derr e e Ii UpToDate
o m == — =
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( T\ N Al WHAT ARE WE GRADING?
n ok
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yece o
NG Very L°W| | Moderate | total_ly
confidence Y olow " High  confident

/

¥ strength of recommendation:
" strong and weak )
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PLAN J
o5 ,

L. GRADF;_ (Grades of recommendation, assessment, development and
evaluation) background. — -

2. TW(? steps: (ewaence),l\\_hs HIRE SN
" Confidence in estimates (quality of evidence). —> (stvon 3) 0ga
® Strength of recommendation.

(GRADE)_W — e

38 (yecommendation) )| |38 (o<
(Quolity of evidence) e slg-c g L

4. An exercise i i
oD (Y'Ec:ommenda*io;)se—?\ag}{lﬂyng—giﬁDgfgm\ e ) Wl S':(U‘a\eS)‘__\j\ 85qQ5) G,
(apply 'ng) dao) 0,580 ske gl o/ g a0 il 0ge JI ( ey ggencc) JIi JSJS’_L& A
G RADE)Nsly PROLIFERATION OF SYSTEMS
COMMON INTERNATIONAL GRADING

(S\n ouldincludes Eyidence profiles.)
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GRADING RECOMMENDATION STRENGTH
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