— = WHAT CAN LOWER CONFIDENCE (RCT)

L. Risk of bias (results whereby 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 (people can modify their

response when they are being observed), Recall bias (inaccuracy of
information allocated from participants).
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PHLUnSIstency between different studies

Point estimates of the results vary WIder across the studies.

Confidence intervals shows minimal overlap.

= Statistical tests for heterogenicity are significant and

differences are not explained.
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-ﬁ WHAT CAN LOWER CONFIDENCE (RCT) ?

3. Indirectness:

= Patients, interventions, outcomes are similar to the target
population for a given treatment.

= Indirect comparisons.
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WHA
YHAT CAN RAISE CONFIDENCE? s

I. Large treatment effect

~ Can rate
' up one | :
(RR). evel (twofold differences in Odds ratio (OR) or Relative Risk

U o
P two levels (if fivefold differences in OR , RR)

<+ Note: OR
and RR are measure of association between an exposure and an
outcome

- The OR represents the odds that an outcome will occur given group compare
to other group

~ The RR probability of an event occurring in one group compared to the
probaﬁlllty of an event occurring in the other group-
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. Commoncriteria

~ Everyone used to do badly.

~ Almost everyone does well.

» Quick action.
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Study Design

CERTAINTY ASSESSMENT CRITERIA

Confidence in estimates

Lower if

Higher if

Randomized trials

T

"High /
\\\‘

Risk of bias
-1 Serious
-2 Very serious

Inconsistency
-1 Serious
-2 Very serious

Indirectness

Observational studies

Low

-1 Serious
-2 Very serious

Imprecision
-1 Serious

Very Low

-2 Very serious

Publication bias
-1 Likely
-2 Very likely

Large Effect
+1 Large
+1Verylarge

Dose response
+1 Evidence of a gradient
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STRENGTH OF RECOMMENDATION |-

» Strong recommendation

" Benefits clearly outweigh risks/hassle/cost. |~

= Risk/hassle/cost clearly outweighs benefit.

< what can downgrade strength?
» low confidence in estimates.

. close balance between up and downsides. &
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—L RISK/BENEFIT TRADEOEF

~ Aspirin after myocardial infarction:
= 25% reduction in relative risk .
= side effects minimal, cost minimal.

= benefit obviously much greater than risk/cost.

» Anticoagulants in low risk atrial fibrillation:
= anticoagulants reduce stroke vs ASA by 50%.

= increased bleeds by 1% per year.
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Clinical Practice
Guidelines

Secondary, pre-

appraised, or
fitered

Meta-Analysis
ystematic Revie

Randomized

: Controlled Trial
P”mary Prospective, tests treatmen
Studies

Cohort Studies

_ Prospective - exposed cohort is
Observational observed for outcome

Studies Case Control Studies
Retrospective: subjects already of interest

looking for risk factors

Case Report or Case Series
Narrative Reviews, Expert Opinions, Editorials

No humans Animal and Laboratory Studies
involved
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= 6. ARTICULATION OF RECOMMENDATIONS T

ré\rtlc.u.late recommendations in a standardized form,
etailing precisely what the recommended action is, and
under what circumstances it should be performed.

> Strong recommendations should be worded so that
compliance can be evaluated.
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_|

7. EXTERNAL REVIEW

~ External reviewers should comprise a full spectrum of relevant
stakeholders, including scientific and clinical experts, organizations,
agendes, patients, and representatives of the public.

~ The authorship of external reviews should be kept confidential unless
that protection has been waived.

~ The GDG should consider all external reviewer comments and keep a
written record of the rationale for modifying or not modifying a CPG in
response to reviewers’ comments.

~ A draft of the CPG prior to the final draft should be made available to
the general public for comment.
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_ 8.UPDATING =

The CPG publication date, date of systematic evidence review, and
proposed date for future review should be documented in the CPG.

Literature should be monitored to identify the emergence of new,
potentially relevant evidence and to evaluate the continued validity of

-

the CPG.

CPGs should be updated when new evidence suggests the need.
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* New American Cancer Society Process for Creating Trustworthy Cancer
ScreeningGHidelines JAMA (12/14/2011)
standards for Clinical Practice Guidelines: Institute of Medicine[{IOM)
Recommendations and American Cancer Society[[ACS) Brocess.
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) ;{L Guideline Evaluation Tools \"-“ >

W o AGREE Il (Appraisal of Guidelines for Research & Evaluation i) Instrument Clinical practice guidelines
- N s ]
" oX\eY)

ke‘\’. e < The purpose of the AGREE], is to provide a framework to:
(+]
ro (1) Assess the quality of guidelines.

(2) Provide a methodological strategy for the development of guidelines.

@ Inform what information and how information ought to be reported
in guidelines. SN

= The AGREE II replaces the original instrument as the preferred tool
and can be used as part of an overall quality mandate aimed to improve

health care.

2 C : i \3—0_}.‘5&3\ Q__Q_QQ_
tools)ie o,uc La ¢ (new instrumen ) .
( )(Jcoo\s) Ol ste cout ¢ (quideline) Iissass sl Losentigils

N -

—_

E— =
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original AGREE ang AGREE Il items
Original AGREE Item I
Domain 1, Scope and Purpose s

1

The overall
specifically ::',zf,‘m') of the guideline 1s (aro)

No change

NE 2. The chnical
R ue st
J specificaily :. lan(s) covered by the guideline Is (are) | The health question(s) covered by the guideline is (are)
N/ 3. The patents to whom th, dol e ]
§ e Qui
) are speciically Samemng 9U1deIine is meant 1o apply mg::rulnwn (pationts, public, #1c ) to whom the guideline I3
pea i red
Domalin 2, Stakeholder Involvement eny -
4. The guideline dev
Gle"’l.ﬂ' rou
all the relavant prnlonglonalpn‘:‘od\::” i i o
5 The 2
Pabtients’ views and preferences have been sought. | The views and p of the target pop {peeenite;
= public, etc ) have been sought
@ target users of the are clearly def) No change

Th ide
'@ guideline has boen piloted among end usors Deleto tem  Incorporeted into user guide descnption of tem
19

Domain 3. Rigour of Deavelopment

8. Systematic methods were used to search for evidence. No change in tem. Renumber to 7.
s ::::::::. for selecting the evidence are clearty No change in tem Renumber 10 8
NEW Item 9. The strengths and imnations of the body of
10. The o h P evidence are clearly described.
clearly described. v are No o

11, The health benefits, side effects, and risks have been

'A 6 R E E L considered in formulating the recommendations.

(Y oY\yina | ; == AR R
’ 11 ifem ‘"\0\5 AGR E E item \Gu o LJJ-g.&_\\ L\J_.»s\g g¥>

No change

Original AGREE Item AGREE Il Item
12. Thereis an tink b the No g
and the supporting evidence
I oy 4 szt Dotk
14. A pi e for upd. g the g is p No change
Domain 4. Clarity of Presantation
15. The recor are and No change
16. The dift for 't of the i The different options for of the ion or health
are clearly presented. issue are clearly presented
17. Key are easily No change
Domain S. Applicability
18. The guideline is supported with tools for application. The guideline provides advice and/or tools on how the

recommendations can be pult into practice.

AND Change in domam (from Clanty of Presentation) AND
renumber to 19

19. The potential organizational barmers in applying the The gud t: s and bamers to its
recommendatons have been discussed. application.
AND change in order — renumber to 18
20. The potential cost implications of applying the The p i i the
recommendatons have been considered have been .
21. The guideline presents key review critena for itori The P g and/ or g cnitena.
and/ or audit purposes.
D 6. Editorial
22. The guideline s editorially dent from the fu g | The views of the funding body have not influenced the content
body. of the guideline.
23. Conflicts of interest of guideli s | Competing of g d group
have been recorded. have been recorded and addressed.
s
! ) Rating Scale t
All AGREE |l items are rated on the following 7-point scale:
2 2 3 4 5 6 7
Strongly Disagree Strongly Agree

Score of 1 (Strongly Disagree). A score of 1 should be given when there is no information lhat)
is relevant to the AGREE |l item or if the concept is very poorly reported.

exceptional and where the full criteria and considerations articulated in the User's Manual have
been met.
gl s

—_—— o =S BT S
Score of 7 (Strongly Agree). A score of 7 should be given if the quality of reporting is )"

Scores between 2 and 6. A score between 2 and 6 is assigned when the reporting of the
AGREE Il item does not meet the full criteria or considerations. A score is assigned depending
on the completeness and quality of reporting. Scores increase as more criteria are met and
considerations addressed. The “How to Rate” section for each item includes details about
assessrinem_cn'teria and considerations specific. to thejitema. s PR A H T 8

- poitk scaldas gt (PGR EET MM e o

TR : \ = (A G R B T T
) gp(sttensly )2 @S ivems V4 gu0

Disagvee ) v ST

@_ec)w%maj) I1 go(s4rengly Alvee) 5 46

item
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COMPUTERIZED GUIDELINES =

e 3 Sy :
Computgrlzed guidelines encode evidence-based recommendations for and can
automatically generate recommendations about what medical procedures to perform

&~ tailored for an individual patient.

e : TR
y Pa’\\ ent, Computerized guidelines offer benefits over and above those offered by paper-based

guidelines:

1. They offer a readily accvelssible reference, providing selective access to guideline
knowiedge. = MoVe @ ccessi 6[@_) & ~
i( . ((ervors d81) <«

2. They help reveal errors in the content of a guideline.

3. They help improve the clarity of a guideline, e.g. in decision criteria and clinical .
recommendations. . U'\Q\\@\ (C \QV'{'y)J\

4. They help offer better descriptions of patient states. °(paHe'n{~ sPecific ) L) 5 .
5. They can automatically propose timely, patient-specific decision support and

reminders.
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= SOURCES OF CLINICAL PRACTICE GUIDELINES -

24 N H - . ° .
ational and international clinical guidelines organizations:

http://www.guideline.gov

heep://www.openclinical.org/guidelines. htm#comput ?0 bdge‘ [}7@)\
@

e-Guidelines
" Clinical guideline applications for handheld devices [OC]

= Canadian Diabetes Association e-guidelines (2003) (web-
browsable)
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LUV aAUic)

_\;S‘_B;oi b\ Qc\"ﬁ (aOOA) (S\fonﬁ) q__)\ (e\}\é;eﬂf—e)_}\ \_;_Q 35 \ - y
A g ot

-I (Evidence-based practice invo|ves) B
\ oS — W . . _

Best research\\
evidence

&\\\)‘d\ @0 Best research evidence: Clinically
relevant research that has involved
patients.

\ Patient
values

Clinical

* Clinical expertise: Using clinical experience \

skills and past experience.
@ < Patient values: Unique preferences,

. To support clinical / therapeutic
concerns, expectations. 1
decisions.

With the aim to ensure
\ optimal outcomes for the

\ patients.
¥ @? 75l e

/

v < \inical an d Thevapeulic
x\\& oes DesisisN:
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LEVELS OF EVIDENCE FOR THERAPEUTIC )
STUDIES

———

“*Level Type of evid
ence ; , ‘
" 1A Systematic review (with homogencity)of RCTs, wa U\SQ\ (e Vi Aeﬂce) 'J\ q'_l‘ e

® 1B Individual RCT (with narrow confidence intervals), (*he Ya Pe ut “ - & +u d " eg) ~) ‘ —
= 1CAll or none study. @) 3(9 4 (D\s A\ \a \
. AV s\a\Ua g |\ 4\

2A Systematic review (with homogeneity) of cohort studies
" 2B Individual Coh includi . ' «© S :
ohort study (including low quality RCT, e.g. <80% follow-up). = \a Z 3—‘ Uﬂf\ ('J_Lo) e

™ 2C a ” . 4 ]

Outcomes” research; Ecological studies (studies of risk-modifying factors). 'H') : . ]
= 3A Systematic review (with homogeneity) of case-control studies s— 9a+ © ‘
= 3B Individual Case-control study. — C)I‘QS

® 4 Case series (and poor quality cohort and case-control study).

= 5 Expert opix:nion without explicit critical appraisal or based on physiology bench or basic
research or “first principles”.

LEVELS OF EVIDENCE FOR PROGNOSTIC STUDIES

390 Pl ONBL Gy [eved of |
evidence ) Sl Gan

“Level Type of evidence

I High quality prospective cohort study with adequate power or systematic review of these
studies.

IT Lesser quality prospective cohort, retrospective cohort study, untreated controls from an RCT,
or systematic review of these studies.

III Case-control study or systematic review of these studies.
IV Case series.

V Expert opinion; case report or clinical example; or evidence based on physiology, bench
research or “first principles”.
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Most Recent update of the Evidences, The 6S Hierarchy
of Evidence Based Resources

Evidence bazed clinical practice guidelines
Evidence based textbooks

Synopses of synthesis Evidence based journal abstracts

5 ' . Systematic reviews

Evidence based journal abstracts
Synopses of studies

Original journal articles


https://v3.camscanner.com/user/download

T EXAMPLES OF SUMMARIES INCLUDE j

+ Clinical Evidence ( www.clinicalevidence.com).

+ The Physicians’ Information and Education Resource (http:/pier.acponline.org). 8‘9\3‘“ (5 L@ é"
- Dynamed ( www.ebscohost.com/dynamed/default.php ).

< UpToDate ( www.uptodate.com ). q_)\ \‘J e bu—’*-" U“

= Another source of summary-level data are clinical practice guidelines (CPGs). @

> National and international clinical guidelines organizations:

= http://www.guideline.gov (S Jd mmay “e‘v)
* http://www.openclinical.org/guidelines.html#comput tS‘

< e-Guidelines -
* Clinical guideline applications for handheld devices [OC] (d i {'\‘F eren *‘ S .{-.u(h'eg
* Canadian Diabetes Association e-guidelines (2003) (web-browsable) ’

shbtiyy

SYNOPSES OF SYNTHESES
~& ©73(sy nopses of syntheses) diei A %

,  ® &
“ Generally one-page, concise, user-friendly assessment, and summary of
the evidence. -

4 f( This type of article is generally published in evidence based. )

= =/ Abstraction journals such as Evidence Based Nursing , International

heses Wumal of Evidence-Based Healthcare , Evidence-Based Mental Health ,
sy ﬂ)&w A and ACP Journal Club .
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