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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
organ_iza.tions including federal and state government, professional
associations, ma'naged care organizations, third-party payers, quality
assurance organizations, and utilization review groups.

Refl, chapter 7_Thank you

R / ~

Scanned by CamScanher



12/15/2014

ini ing ri i -based
* Clinical practice guidelines should be developed using rigorous evidence
methodology wi%h the strength of evidence-'for each guideline explicitly stated.

» Clinical practice guidelines should be feasible, measurable, and achievable.

ini i i ill be
* Clinical practice guidelines, from which qualltylperformance measures will be
developed, should be reviewed by representatives of the pharmacist they will

impact. i el
ini ' ini actice guidelines
* Clinical mav be devéloped from clinical pr
perormaricalmeasures MK ¢ these performance measures are

and used in quality improvement initiatives*iWhen

incorporated into public reporting, accountdbility, or pay for perf?rma?;:e %rsc;igfra{?‘z,
the strength of evidence and magnitude of benefit should be sufficient to justity
burden of implementation. '

* In the clinical setting, implementation of clinical practice guidelin
prioritized to those that have the strongest su pporting evidence,
impact on patient population morbidity and mortality.

* Research should be conducted on how to effegtively implement clinical practice
guidelines, and the impact of their use as quality measures.

* Clinical practice guidelines, from which qua&.}y performance measures have beenf
developed, should be updated as new evidence is available, and the producers o

es should be
and the most

tl;lﬁ(ggurformance measures should be notified of the work in progress. ,

Ref1. chapter 7:Thank you
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The purpose of guidelines
Methods used to develop guidelines'.;,
Format of the document o Vary
Strategy for implementation !

v
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Evidence-based medicine (EBM) and Clinical
Practice Guidelines

» Evidence-based medicine (EBM) is a philosophy of pra.ctice 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.

Refl. chapter 7_Thank you

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

Refl. chapter 7_Thank you
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To be trustworthy, guidglines should...

Be basedona systematic review of the existing evidence
¢ 4, o e . o
dgeable, multidisciplinary panel of experts and
eveloped by a knowle y

;e?ﬁedsentatﬂles from key affected groups |
« Consider important patient subgroups and patient preferences as
appropriate S . _
« Be based on an explicit and transparent process that minimizes distortions,
biases, and conflicts of interest .
o Provi lanation of the logical relationships between alternative
caﬁgog;)dt?oisdaer?crl tl?églth outcomes, anﬁ provide ratings of both the quality of
avidence and the strength of recommendations

i evi iate when important new evidence
« Be reconsidered and revised as appropria
wgfrants modifications of recommendations.

Refl. chapter 7_Thank you 7

Institute of Medicine (IQI\/I) P77

* 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 f i
of recommendations tonsigr and rating strength

Articulation of recommendations
External review

8. Updating A

mie W e

N o

L0 '
\\ Rafl. chapter 7. Thank, you
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a risk that professional judgment

e A set of circumstances that creates,
t will be unduly influenced by a

or actions regarding a primary interes

secondary interest
u %
ol A divergence between an individual’s private interests and his or her: < 5 _‘*?0?(-
2 professional obligations such that an independent observer might 5\6?.,, ;5‘,

dividual’ s professional actions or

reasonably question whether the in
decisions are motivated by personal gain, Euch as financial,iacademic L
advancement, clinical revenue streams, orjcommunity standing. — b N

« Intellectual COI: academic activities that create the potential for any ?}:)L.éq’:» 5
attachment to a specific point of view that could unduly affect an =
individual’s judgment about a specific recommendation.

s g;’ ML—PJU‘/L—,/’ z;-J/D *
. Z

Ap iy e et T |
lP -7 " . LI . : . / v
P yp b> APV | g funs 15 AP P EPL S
iS‘HW @‘}L £, ;Ex P o
. Ny i
7j‘mu 2 ( m#ocl-lmfwa) 1 ;
; . SIPLOUP 2 s S50 pet 2!
i % E* Poll'faao/ of cor ’ [ % ,J’L,:A_J. & I
‘ “we ! )
EASY ey By f 5] " R < i
g > o ( Iﬂ*ellccu*wi co] A academic CDI)

Scanned by CamScanner



) Cammun#j COT & Fhomicol ®ibbiaina 12/15/2019
acidemic K '3,:4 Jy < [
- hcpd'
P> ubPKJ 1) Ak L - ~ o) 2y
- W B /’//-‘-”’ M’”TJ\‘ an \‘ ’.V,[:;J' oz ]

N~

e - o L
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The most knowledgeable individuals regarding the subject matter s
addressed by a CPG are frequently conflicted. ( iy jas

Yl
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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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fioi i onflict of interest wif Ghout U 3]
: 4
: ' the.Guideline Development Group (GDG), individuals bein
: l?(rjloretc?fi)erl‘r',ncgr(r)\rt])grfe;hip‘should declare allinterests and actlv)iles potentially regsmtln"
,]C".Ef)'l svrnh'developmem group activity; by written disclosure to those convening the GDG.
\- isclosure should reflect all current and planned commercial (including services from
& el‘rsmiccgsauclinician derives a substantial P"WIO'”‘{? m fnC""}i@), ﬂOﬂ-C?mmercial \
"rL. intellectual, institutional, and patient/public activities pertinent to the potential scope of b:}/m o
t’;l' ;/L‘ the CPG. salifiel
o b. Disclosure of COls within GDG ; o - confdebes )
. DG member should be reported and discussed by the prospective ;
T ng%?g;?gwee?\ct%gup prior to the onset of their work, of inflerst
+ Each panel member should explain how their COI could influence the CPG development 2.2b ow
process or specific recommendations. C:‘_ -
« Each panel member will update any COI at each meeting of the GDG, e .
« Ol conflicts will be reviewed and resolved by the GDG chair and staff. The resolution How Mesv coT
may involve having the panel member recuse themselves from relevant discussion .
L an(}l/orvoting. Oou\c) MC(M\CL
w t a
it op Cas J

; < r‘ he i~ s 1~ s ( g}-ecl&fwﬁon)
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.1 |, c |Divestment] ‘—u Csc 2 (;j 13
g Wi 3 A ‘ H 1 1 l g
’f"b B’_’f“ Members of the GDG should divest themselves of financial 2. cot g
?j“"’l investments they or their family members have, and not participate in | <+~ L b
¥y 0,0 = marketing activities or advisory boards of entities whose interests gl s
Slid e could be affected by CPG recommendations. " Dugpea
¥,9eu d. Exclusions <& "“;f“-‘-"“'f‘, ol g aoa) ~|a.|tz,s
YV ¥ " 2 [ Bad ] W !
ﬂa\;db * Whenever possible GDG members should not have COI. 4 5.
— . . %, e S rod
n some circumstances, a GDG may not be able to perform its work Lpl
without members who have COIs, such as relevant clinical specialists s ot .
who receive a substantial portion of their incomes from services 2 pes 8l
pertinent to the CPG. (JeoT )
* Members with COIs should not represent a majority of the GDG.
* The chair or co-chairs should not be a person(s) with COI.
Funders should have no role in CPG development.
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methodological experts, clinicians, and populatlons expected to be »'«’/b.aw,
affected i O
. - /o” ) 0~
2. Include (at least at the time of clinical question formulationand . ' 7
draft CPG review) a current or former patient and a patient QR [

advocate or patient/consumer organization representative 2 A b2

3. Adopt strategies to increase effective participation of patient and Ol 1 J"'
consumer representatives . f]/
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4. Intersection of Clinical Practice Guideline
and Systematic Review

1. Use systematic reviews that meet standards set by the institute of
medicine’s committee (e.g IOM Committee) on Standards for
Systematic Reviews

2. The GDG and systematic review team should interact.
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5 Establishing Evidence Foundations and
Rating Strength of Recommendations

For each recommendation provide: J
*3;’17:’ A summary of relevant available evidence, description of the quality,
" quantity, and consistency of the aggregate available evidence. I,
e Grisfet oy

2. Aclear description of potential benefits and harms.
3. An explanation of the part played by values, opinion, theory, and clinical s fo!r7¥
experience in deriving the recommendation. TP

i i =0 ‘-J’::-Ju Lo,

A description of any differences of opinion regarding the

recommendation. I,\‘

A rating of the level of confidence in the evidence
A rating of the strength of the recorhmendation
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Determinants of Ewdence Quality GRADE
Collaboration | o
-. M’
¢ Randomized controlled trails (RCTs) start high <= ALy RET > Obgerudion
. . L 5
o Observational studies start low ] oD JEV \
s -
, L T
— confvol
5 factors that Can lower qual@ J‘Factors increase confidence In_qualityv’
T Bias 1. Largeéffect ~
2. Inconsistency 2. Doseresponse N
3. Indirectness
4. Imprecision Iy
5.  Publication bias
y v
os £ 35 ik N )
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Grading of the strength of the
recommendation
if you understand GRADEyou understand hOW to use evidence to
inform practice 3
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« GRADE background

* two steps
« confidence in estimates (qualitylof evidence)
« strength of recommendation

« evidence profiles

« an exercise in applying GRADE

Refl. chapter 78 Thank you 21

©

Proliferation of systems
Common international grading

* GRADE (grades of_recorrimendation, assessment,

development and evaluation) N
- - ) 19 -7
- - *
* international group yvr
« Australian NMRC, SIGN, USPSTF, WHO, NICE, Oxford Ly oD
CEBM, CDC, CC s PR\
/;,t,o*" .
» ~ 40 meetings over last 16 years ag® —-1!
. ~ /7 [N - J ~ . f}‘
L SSINEC e g (S L
* The system — over 100 organizations thus far - '/, ‘, b =
¢ ~=-= Q -

vorid et [N @) Meowmrpdmrrters ‘,UPTODate g

{ y z
.u,u_“,u( s :xx::!
COLLABGRATION"
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What are we grading?

two components

Very Low

no 1 | Moderate totally
1

confidence Y Low High  confident

b d
.

strength of recommendation:
strong and weak

12/15/2019 Retl. chapter 7_Thank you

Determinants of confidence

* RCTs start high
* Observational studies start low

* What can Lower, Higher confidence?

12/15/2018 Refl. chapter 7_Thank you 24
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« Large treatment effect
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Study Design Confidencein estimates Lowerif Higher if

Large Effect
+1large
+aVerylarge |

Risk of bias
-1Serious
-2 Very serious

Randomized trials High

Dose response

Inconsistency
+1 Evidence of a gradient

-1 5erious
-2 Very serious

Moderate

Indirectness
-1Serious
-2 Very serious

Obs:rvational studies

Imprecision
-1 S&ious
-2Very serious

Very Low

Publication bias
-1 Likely
-2 Very likely

‘; :\.‘1/ Cl—”,g)J Uf/‘f!a':"—-l Refl. chapter 7_Thank you )
- 23
o, oul ey, 0 - — G
= Jose e - fq . . ] J
| Dpus i B — Vfuwsh"’ —p i e e Lo
EECE R - ‘\!’#-‘ '~ I Ont
‘l”j e Co .
awm T (ke 4 '3”) 1
= '
- P
”L."{ - Z";‘j = 20 oD — sl vy 13) n’y' wac &g_)

25 ¢ Auwle

Scanned by CamScanner



vatio §—»

© Odds
8 . )
’.’—‘; :1 é‘ ‘;a’ . !
ats e (s -1 =@" ké
b
l I
. J}
odds Ew A —») odds - ———:’t
=> 5, \’a‘{";o ; W
Suces (o, f L suf
\'}z __é_ 1
18 3 "
B Y€ [adive visk 9—»
) * = J’J{J = f.- = 0-:25
_7_2._—-— 24 —_—
JH20ly
M,L’},b v
v ¢
e Vrecki s - o —
S JEE— ]

- . u:d / <: fa’_):‘ /
e e sk
f/‘P "'5:‘@ Covedrol Oa’a’s rofios rre,lakvc Wis

—Zﬂu aprovp

¥
Z \V PR

OJJS _é__

. ; ~/ ~ ~
L.:"‘” ) CJ«:“P}W o ols S 2 "/_,J *

I roko 18
ZE
zl:_--: reledive  6/54
% .
>\D B a5
Vveat et (\ " Contwl )
gr Prop

Scanned by CamScanner



7

~

V(@4 v by

L) LN P
v 2 3>

=
:_y:z = @ | 2ane) vedion

— »

| e
/A.l_-f-"i..)l,,jr-o,. e
>% 2w

S (One le«l)

. Qg’t Sl 5l ‘5)

DL <= 3.5 = OJJS

nelecdfve

ves|.

bolas << 1-3

- (O%Szwmt.‘w 51@(-,8>
gl

lewed (2) g3
W« N\;{ I 0dds o{
votioe A= SEL x
’,l Ndr»?":w, 2\ h
wesl P
L s .

So P8 Lo < 5 et JZ|| 00’0’5
U™

a1y <«
1B 18 <=

Scanned by CamScénner



OM,’l "UJ:X] D-P

Ty

12/15/2019

J’
) ¥ g
U‘&'-
o SAPEAET, (u -muv- S B
e
EXAMPLE: Beta blogkers in non-cardiac surgery
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o L (AD . Summary of Findings Odd
Quality Assessment o + ——————————/"_".—-——' £
INCO WSS M(ﬁ = ra-/l 5
Relative Absolute risk
Quality Effect difference
Outcome N‘:‘mp" of Risk of " * Pubhcation _"ﬁﬂ —
9:“-:;9::!’11 Bias Consistency | Directness | Precision Buas L & Mf d’.u
. sk
Myocardial 10,128 Noserious{ | No serious | No serious | No serious Not High 21_'6 ) U%l:.::r'to
infarction /ﬂ 1 i d (0.57 to 0. z‘,1‘b fewer) ‘¢
y ]/' 2 * 123 0.6% more [ »
10,208 . 3 Ni Moderate . 0.1% fewer .
HI (21 =4 m ‘ (72‘0 No serious Possiblly No serious Imprecise aeu::ed or low (0.98 - 1.55) lc'7 1.3% :norl) o .; A
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F -3 —— 1 » o) oS54
0.5% more ” L.'I >
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Strength of Recommendation

* strong recommendation
« benefits clearly outweigh risks/hassle/cost
» risk/hassle/cost clearly outweighs benefit

w .
* what can downgrade strength?

* low confidence in estimates

* close balance between up and downsides
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