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Introduction

« Clinical practice guidelines are recommendations for optimizing
patient care that are developed by systematically reviewing the
evidence and assessing the benefits and harms of health care
interventions.

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

« 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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ing ri evidence-baseq
|d be developed using rigorous Vice!
methodology with the strength of evidence for each guideline expluFItly stated.
measurable, and achievable.

« Clinical practice guidelines should be feasible, |
rmance measures will be

« Clinical practice guidelines, from which quality perfo . €
develop?ed, shougld be reviewed by representatives of the pharmacist they will
impact. .

* Clinical performance measures may be developed from clinical practice guidelines
and used in quality improvement initiatives. When these performance measures are
incorporated into public reporting, accountability, or pay for performance programs,
the strength of evidence and magnitude of benefit should be sufficient to justify the
burden of implementation.

* In the clinical setting, implementation of clinical practice guidelines should be
prioritized to those that have the strongest supporting evidence, and the most
Impact on patient population morbidity and mortality.

. Re.sea(ch should be conducted on how to effectively implement clinical practice
guidelines, and the impact of their use as quality measures.

* 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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» Clinical practice guidelines shou

===
The purpose of guidelines
Methods used to develop guidelines

Format of the document — Vary
Strategy for implementation
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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

involves making individual patient care decisions based on the best
currently available evidence.
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Why Does EBM Matter?

Increases audience confidence in the value, objectivity,
effectiveness and reproducibility of the tests or procedures

Increases transparency

Provides a balanced approach

Protects patients from ineffective or risky care

Increases cost-effectiveness and value
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To be trustworthy, guidelines should...

* Be based on a systematic review of the existing evidence

» Be developed by a knowledgeable, multidisciplinary panel of experts and
representatives from key affected groups

» Consider important patient subgroups and patient preferences as
appropriate

* Be based on an explicit and transparent process that minimizes distortions,
biases, and conflicts of interest

* Provide a clear explanation of the Iogical relationships between alternative

care options and health outcomes, and provide ratings of both the quality of
evidence and the strength of recommendations

* Be reconsidered and revised as appropriate when important new evidence
warrants modifications of recommendations.
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Institute of Medicine (IOM) 2?77

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

1. Establishing transparency

2. Managing conflict of interest

3. Guideline development group composition

4. Clinical practice guideline—systematic review intersection

5. Establishing evidence foundations for and rating strength
of recommendations

6. Articulation of recommendations

7. External review

8. Updating

12/12/2019 Ref1. chapter 7_Thank you 8
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ﬁ,llf:These “experts” often possess unique insight into guideline relevant
aasy. content domains.

: W 3

They may be aware of relevant information about study design and
conduct that is not easily identified.
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Managing conflict of Interest

a. Prior to selection of the Guideline De\)el : indivi '
g ) opment Group (GDG), individuals bein

lcr?gg?a’rﬁﬂ fi%rv gmlgmbershlp should_d_eclare al[)interests anpd(actiw)ties potentially regsultin

g ’ Pment group activity, by written disclosure to those convening the GDG.
* Disclosure should reflect all current and planned commercial (i i i
¢ , TS ! ' ercial (including services from
w?lflh atcll?lg:laq derives a substantial proportion of income), gmn-com%nsercial,

It?\ :C%CG ual, Institutional, and patient/public activities pertinent to the potential scope of

b. Disclosure of COIs within GDG

* All COI of each GDG member should be reported and disc
development group prior to the onset oftﬁeir 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.

COl conflicts will be reviewed and resolved by the GDG chair and staff. The resolution
magl involve having the panel member recuse themselves from relevant discussion
~and/or voting. :

ussed by the prospective
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who receive a substantial portion of their incomes from services ~ .asy 3,
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3. Composition of Guideline Development
Group (GDG) mwhdscipnes o= abp, i as s

: D) alad Ly Lals (&S ) ;
! 1. The GDG ?rgwould be multidisciplinary and balanced, including

methodological experts, clinicians, and populations expected to be
affected
2. Include (at least at the time of clinical question formulation and

draft CPG review) a current or former patient and a patient
advocate or patient/consumer organization representative

3. Adopt strategies to increase effective participation of patient and
consumer representatives
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4. Intersection of Clinical Practice  w- ., .\
Guideline and Systematic Review F2 e s

~

by ¢\ g3 S —Sygnbie lade b 1o,
Rourew D

1. Use systematic reviews that meet standards set by the institute of syersc)i -
medicine’s committee (e.g IOM Committee) on Standards for Reyrev
Systematic Reviews S SUh ) support Asle

2. The GDG and systematic review team should interact. R (-\\*‘
2 3
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Standards for Systematic Reviews

* RIGOROUS recommendations for:

= Initiating a systematic review

— Finding and assessing individual studies

= Synthesizing body of evidence — Reporting

12/12/2019 Ref1, chapter 7_Thank you 17
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Determinants of Evidence Quality )

\

GRADE Collaboration st RET 5, gy -\

* Randomized controlled trails (RCTs) start high

O\)":}lﬁ)atlm Bl (2
* Observational studies start low

s b (b ¢ aby A Ll sy
L ® . '
| N e Gl o et
5 factors that Can lower quality Factors increase confidence in quality Q FQJ’ ?—J,_J ,'9_,5
H %
1. Bias 1. large effect -
2. Inconsistency 2. Doseresponse el \”‘J \.?li >\p
3. Indirectness
4.  Imprecision el
E Publication bias
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Plan

* GRADE background

* two steps

* confidence in estimates (quality of evidence)
* strength of recommendation

* evidence profiles

* an exercise in applying GRADE
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Proliferation of systems |
Common international grading

* GRADE (Grades of recommendation, assessment,
development and evaluation)

* international group
* Australian NMRC, SIGN, USPSTF, WHO, NICE, Oxford
CEBM, CDC, cC

* ™ 40 meetings over last 16 years

* The system — over 100 organizations thus far
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S NE8Y organiz:
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5 ACP S oo san E UpToDate
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What are we grading?

two components

Very Low

no | | Moderate | totally
i ' ' T confident
confidence Low High
strength of recommendation:
strong and weak
12/12/2019 Refl. chapter 7_Thank you
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Determinants of confidence

e RCTs start high
e Observational studies start low

e What can Lower, Higher confidence?

9 Refl. chapter 7_Thank you
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Grading Recommendation Strength
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What can lower confidence ’

1. Riskof bia( iresults where)y the expected value of the results differs from the true underlying parameter, more than 30
)

types \

* Study design bias and implementation bias . \
« Adequacy of allocation concealment, blinding, loss to follow-up, stopping early for benefit, unvalidated outcome measures,

¢ Publication bias; selective outcome reporting

* Researcher bias: Selection bias, Observation bias
* Responders bias: Hawthorne effect, Recall bias

2. Inconsistency between different studies.

*+ Point estimates of the results vary widely across the studies

+ Confidence intervals shows minimal overlap \f}e(ageﬂ

« Statistical tests for heterogenicity are significant and differences are not explained—> ﬂ\Con S\S‘Q\ﬁ»& l
3. Indirectness

« Patients, interventions, outcomes are similar to the target populatlon for a given treatment.

+ Indirect comparisons \L\i:‘\-:a_)sd Fast \A\ P{e%ny\
28 D

4. Imprecision B sy e By

Assessment of the confidence intervals for the results

C.T
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