Development and use of Evidence-
Based Clinical Practice Guidelines

Dr. Ali Almajwal

Assistant Professor of Clinical Nutrition
College of Applied Medical Sciences
King Saud University

27t December 2010
CAMS Seminar




Outline

Definition and aim

Key principles for developing guidelines

Development of CPG
Adaptation of CPG

Local example




Clinical Practice Guidelines (CPG):

A systematically developed statements designed to
assist clinician and patient decisions about appropriate
health care tor specific clinical circumstances

Field and Loht, 1990
Aim of Clinical Practice Guidelines:
To facilitate more consistent, effective and efficient

practice and improve health outcomes for patients




Key principles for developing guidelines

Processes for developing and evaluating clinical practice
guidelines should focus on outcomes. Outcome measures can
range from survival rates to quality-of-life attributes.

Clinical practice guidelines should be based on the best available
evidence and should include a statement about the strength of
their recommendations.

NHMRC, 1998




Key principles for developing guidelines

The method used to synthesise the available evidence should be
the strongest applicable.

The process of guideline development should be

multidisciplinary and should include consumers.

Guidelines should be flexible and adaptable to varying local

conditions.

Guidelines should be developed with resource constraints in
mind.

NHMRC, 1998




Key principles for developing guidelines

> Guidelines are developed to be disseminated and implemented
taking into account their target audiences.

> The implementation and impact of guidelines should be
evaluated.

> Guidelines should be revised regularly.

NHMRC, 1998




Is a CPG needed?

Generally, a CPG has the potential to play an important role
when:

There 1s uncertainty or a difference of opinion about what care
should be provided, as evidenced by wide variation in practice or
outcome

There is proven treatment for a condition and mortality or

morbidity can be reduced

There 1s a need to bring together scientific knowledge and
expertise on a subject

There are iatrogenic diseases or interventions carrying significant
risks or costs.

Eccles MP, Implement Sci 2006;1:28
Grimshaw J, J Gen Intern Med 2006;21:514—20




Identifying a particular topic to promote best
practice

If a CPG is appropriate for a given topic, the
topic itself must be focused




rable 2.1: Practical considerations for focusing the CPG topic

Which patients or practice seftings do * What inclusion or exclusion criteria might you apply to this question?
you want to look at?

Which diagnostic tests or interventions What is the focus of this CPG —therapeutic agents, diagnostic/screening
will be covered by the CPG2 techniques, surgical procedures, others2 What evidence exists about the effect
and application of these interventions?

What outcomes do you want to change? Patient outcomes (e.g., mortality, morbidity, complications, quality of life)2
Organizational outcomes (e.g., rate of hospital readmissions)?
Public health outcomes?

Who are the target users of the CPG2 Which health care professionals and other employees will be affected by the
CPGe
Will patients be targeted as CPG users?

What resources are available for the What resources exist to support the development and implementation of the
CPG initiative? CPG2 (Issues to consider: administrative costs, meeting costs, honorariums to
participants, implementation budget, etc ]
Do you have the commitment of major agencies for dissemination and uptake?

Canadian Med Assoc, 2007




Convence a CPG group
How will the CPG working group operate?

Clinicians from all disciplines with relevant specialist expertise
Clinicians with general expertise

Other relevant health professionals

Representatives of consumer groups

Experts in research methods relevant to guideline development
Health economists

Representatives of regulatory agencies




Review the scientific evidence

Clinical practices guidelines usually include three sources of
evidence:

> Evidence based on the outcomes of systematic reviews

> Evidence based on clinical experience, or

> Evidence adopted from well established guidelines




Steps in developing scientific evidence based on systematic

review:

> Formulation of the evidence analysis question

> Search the literature for each question
v Search plan needs to be developed with inclusion and exclusion criteria
Search words need to be identified
Databases to search should be identified
Initial search should be conducted using the search words
Titles and abstracts need to be reviewed first
Gather articles and reports meeting the inclusion criteria and determine

the study design and level of quality for each study

> Write the evidence summary




Development of consensus statements

> Delphi technique
v Determination and formulation of questions
v Selection of Delphi experts
Formulation of a first questionnaire that is sent to the experts
Analysis of the answers to the first questionnaire.
Formulation of a second questionnaire that is sent to experts

Sending of a third questionnaire




Development of consensus statements

> Advantages of Delphi technique

Participants who cannot come together physically can be involved in the
process.

Allows participants to remain anonymous
Inexpensive

Participants send their contribution when they want to and only
contribute to those aspects that they feel best able to contribute




Development of consensus statements

> Nominal group technique (NGT)
v Introduction and explanation

Silent generation of ideas

Sharing ideas

Group discussion

v
v
v
v

Prioritizing the ideas




CPG adaptation

The adaptation phase consists of the following steps:

Determine the health question (s) to be addressed.
Search for guidelines and other relevant documents.
Screen retrieved guidelines.

Select guidelines for review from the larger number retrieved by title or
abstract search.

Assess guideline quality, currency, content, consistency.
Assess acceptability and applicability of the recommendations.
Review and balance assessments.

Select from the guidelines and recommendations to create an adapted

guideline.

ADAPTE Group, 2007




CPG adaptation

The adaptation phase consists of the following steps:

> Prepare a draft adapted guideline.

> Test the adapted guideline locally to get feedback on its use and
endorsement of the final product

ADAPTE Group, 2007




CPG adaptation

Assessing guideline quality :

Appraisal of Guidelines Research & Evaluation (AGREE) instrument .

The instrument contains 23 items grouped into 6 quality domains with a 4-point
Likert scale to score each item

The domains are
> Scope and purpose
Stakeholder involvement
Rigour of development
Clarity and presentation
Applicability

Independence editorial

AGREE Collaboration, 2003




CPG adaptation

The ADAPTE approach outlines the following 5 options for
CPG adaptation.

> Reject the entire guideline.

> Accept the entire guideline and all of its recommendations.

> Accept the evidence summary of the guideline.
> Accept specific recommendations.

> Modity specific recommendations.

ADAPTE Group, 2007




Major steps in CPG development
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Major steps in CPG develo

_INICAL PRACTICE GUIDELINES FLOW CHART

| Drefine topic

v

Is the topic related to clinical decision-making |

b

| Are there suitable existing guidelines? |

v

| Convene a multidisciplinary panel |

v

| Identify health cutcomes and barriers o change |

v

Review scientific evidence of efficacy of

interventions in relation to outcomes

¥

Is there Level I-IV evidence in

4 I‘I.O_-I Is there consensus?
respect of each recommendation?

yes

ves

Develop evidence-based
recommendations or update

Develop consensus-

existing recommendations based recommendations

that indicate lack of

clear evidence but
acknowledge consensus

Malke brief non-consensus

g statement (state options and
v acknowledge uncertainty)

| Consultation and pilot testing

¥

| Disseminate and implement

v

|Eva[uate and revise

NHMRC, 1998




Example

Saudi evidence based CPG for nutritional
management of obesity




Steps in Guideline Development

Aim as outlined
by project team

Development and distribution
of a pilot dietetic practice survey

Analysis of the
draft survey

Development and distribution
of the final draft

( Interview with experts
L Consultation workshop

Adaptation of the evidence Is there strong evidence
based statements from existing guidelines ?
ol

[ Review the scientific evidence

I_I

: : : .
[ Development of evidence ]_Yes —[Is there sufficient evi dence?]— _[ Interview with experts }

based statements Consultation workshop

<
«

[ Final workshop ]—[Endorsement of the final guideline] _[ Delphi Technique ]




Delphi technique procedures

Initial draft statements
extracted from consultation
workshops and experts

'

First Delphi

Agreement > 75% Agreement 50 - 75% Agreement < 50%

v v

Clinical guidelines Modify Statements
4 \

Second Delphi
— T

Agreement > 75% Agreement < 75%

)

Exclude statements from the guideline




Evidence Summary: Higher Calcium or dairy intake support weight loss in adults

Author

Study
design

Quality |

mting

Study Sample

Methods

Results

Conclusion

Zemel MB,
2000(4)

Lovejoy
IC, 2001(8)

Cross
sectional
study

Cross

sectional
study

High

| Medium

7114 men (mean
age 43.5 +0.44)
and 380 women
(mean age
28.740.4)

97 white and 52

| African

American
women (mean
age 47.40.2
vears)

Cross sectional survey of
adult subjects. Dietary
consumption was measured
in servings/month. Multiple
logistic regression analysis

| was used.

The regression model for men and
women indicated an inverse relationship
between calcium and dairy intakes and
body fat (multiple R = 0.20; P = 0.0009
for men, R* = 0.40; P = 0.0006 for
women)

Supportive:
increased calcium

| and dairy intakes is
inversely associated

with body fat

| Data were collected from

the Health Transitions
Study. Dietary intake was
assessed by 4-day food
record.

BodyT:—n was ini’crsely associated with
fiber and calcium intake and positively
correlated with total, saturated, and
monounsaturated fat intakes (P<0.05)

Suﬁhomvc: Calcium
intake is inversely
associated with

body fat in African
American women

Jacgmain
M, 2003(7)

‘Marques-
Vidal P,
2006(19)

Cross
Sectional
Study

| Medium

470 men and
women aged 20-

| 65 years

Data were collected from
the Quebec Family Study
Sample who regularly used
vitamin or mineral
supplements. Participants
were divided into 3 groups
based on calcium intake.

- In women: calcium intake was inversely
correlated with % body fat (r =-0.19), fat
mass (r=-0.17, P <0.05), BMI (r= -
0.07), and waist circumference (r = -

1 0.07)

- In men: there were no significant
differences

Supportive: Calcium
intake is inversely
associated with
body weight and fat
mass but these
findings observed in
women only.

Cross
sectional
study

17,771 men and

| 19, 742 women
| aged > 18 years

Data were collected from
the Portuguese Health
Interview Survey. Average
daily milk intake was
calculated by a frequency
questionnaire that also
assessed the average volume
of one serving

- In men, milk intake was inversely
related to BMI (r =-0.10, P<0.001),
whereas the relationship in women was
weaker (r=-0.06, P<0.001),

- In women younger than 55 y, milk
intake decreased with increased BMI
categories (29149, 271+10 and 269+11
ml/day for normal, overweight and obese
subjects, respectively, P<0.001), whereas
no relationship was found in the older
group.

Supportive:
increased calcium
intake 1s inversely
associated with BMI
in men and
premenopausal
women but no
associated observed
older women.




Type, quality and number of supportive and non supportive studies™
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Evidence-based statement:

Increased intakes of calctum or dairy products are

associated with weight loss.

Level of evidence: Low




Qrueality Criteria Checkilisiis
Qurality Criteria Checkiist: Prnimary Research

RELEVANCE (AIESTHMNS

1. Wioadd implesmenting e shudied menrention o proceduns {7 fownd successid) result in
improwed oulcomes for the patientsidients’population group? {MNA for soeme Epd shudies)

Yes Mo Undear PdiA

Oodl the audfhors shady an outcomes [dependent wariabis | or topic that the
pabents/ciensipopulaton groun would cae about™

Yes Mo Uncear P

3 is e focars of the mberrention or procedune (iIndependant vanable ) or fopic of shedy &
coamimoen isswe of conceam o debetics pracicse?

Yes Mo Undear Pl

4. Is the intervention or procedwre feasible? (WA for sorme epidemicionical shudies)

Yeos Mo Lincdear [ 1Y

e Evidence Jualiny Worlkssheer depending on answers no the foflowing validiny qQuesmons.

1. Was the research guestion clearly stated?
1_4 Wi'as the specific intervertion{s) or procedurs (independent variable(s) ) dentified?
1.2 Was the cutcomseds) (dependemnt varabés{s}) clearfy ndicated ¥
13 Wiene the t@get populabon and sseliong speciied?

IF ohee ansswers ro all of the abowe redevamnce guestons are “Yes. " the report is eligible for designadgon widh a ples (4] on

WALENTY CHEESTIOMNS

Yes Mo Uncear Pl

Was the selecticon of study subject=ipatients free from bias?

2 Wieme indusionfexclusion crteria speaﬁed (=.@.. risk, point in diseace progression.
dmﬁ:nrmnrsls cteria). and wath suffcsent detail and withouwt omitting oritera
critcal o the shody?

22 Wi'srne criteria applied egualiy to all study groups?
23 Wi'ere heatth, demographics. and otffer characteristics of subjects described?
2.4 Videne the subjecis/patients a represen@ties sampls of the refevant populaton®

Yes Mo Unclear PL0A

Were stedy groups comparable

31 Wias the method of assigning subjeci=!pabents o groups described and unbiased?
{Method of mndomization dertified § RCT)

32 Wi'ere distribution of dissase stahus. prognostic faciors, and other factors: {e.g..
demographics ) similar across sudy groups at baseline?

a3 Wéene concusTent conbrols used? (Concurrent prefermed owser histioncal controds. |

3.4 B cohort study or cross-sectional study, weregn:u.lprsmbﬂ:em Trrortant
confounding faciors andior were presxising diferences accounted for by vsng
appropriaie adpustments in Satstical analysisT™

35 i case contmol shudy, were potential confouwnding factors comparable for cases and
contods? (i case senes or trial with subjects sesrvimg =s own conbrol, tis crbenon s
not apphcable. Crterion may not be apphcable in some onoss-sectionad shudies )

a4 Ff diagnostc test, was there an independent biind comparison with an apoproprats
referemnce standard {e.g9.. “gold standard™ 17

Yes Mo Undear Pl

Wias. meethod of handiing withdrawals described ™

| W'ene follows up Mmeifhwds descrbed and the same fior all groups?

£ 2 Was the numbser, charsctenstics of withdrasals (Le., dropouts, lost o folow up,
atimion rate ] and'or response rate (cross-sechonal shudies ) descnbed for each groop?
{Folows up goal fior a strong study is 80%. )
Wisre all envolled sashject=fpatents (in the onginal sarmpée) accounbed for?
Wiere reasons for withdrawals ssniar across groups ™

i dimgnostc test, was decisaon o perforn reference test ot dependent on resuits of
test under shudy?

Was blindineg wsed to prevent imbroducton of bias™
51 I Enberwention shedy. wers subjects ciniciansipractiioners, and imwestigators binded
o treatment groop, &s appropriae?
it Wi'sne data collechors blindied fior oubtcomes assessment? (F outcome is measured
using an cbhiecties test, such as a lab walue, this critesion is assumed o be meat])

=] b cobort shudy of coss-sectonal study, wene measurements of outcomes and nsk

Yes Mo Unclear Plss

Am Diet Assoc, 2008




] OWadLFyrFryYy oRFTERSMA iSAME SN LS TS P RIMARY

factors blnded™

I case control study. wias case defindoon aexplicit and case ascertsinmeaent not
imfluenced by exposune stabrs?

in diagnostic shudy, wene st resuls blindad bo paGent histbony and obther test resuits?

Were interventicnftherapeutic regamensfkexposure factor or procedure and any
conyrarisoni s descrbked in detall™ Wers intervening factors describeaed ™

[5 | Ini RCT or other mmbenwenticn inal, were probtoccls described for aff regimens shedied ™

8.2 n cbhservabonal shudy, were imberventions, shedy settngs. and cinicians/prowscder
described T

2.3 W'as the intensiy and durason of the misreeniion or exposune fobor suiTcent o
producs @ meannghul effect™

(=3 Wi'as the amownt of expocaere and, T elevant, subjectipabent compliiance measwured™

g5 Wiere co-imerventons (&g . ancillary reamments, ofer erapees ) desocibed ™

2.8 Were exta or unplanned treatments descrlbed ™

3 Wi'as the imformation for § .4, 8.5, and 8.0 assessad the same way for all groups"?

[ ] in dagnosbic study, wene details of test administration and replicaton swahcent™

Were outcomes clearly defined and the meassrements valid and refiabla™

Wierne primary and secondany endpoints described and relevant to e guesion ™

Wiere nuiribon measunes anoropriate (o gueeshon and ouicormes of concem T

Was the pemnod of follow-wup long enowgh for mportant cubcorme{s ) T ocaour?

Wisre the observations and measuresmems based on standard, valid, and reliabie

data collechon nshumenitstesiprocesdures 7

Was the measurement of effect at an appropriate lewed of precision™

Were other factes acocounted for (measured ) that could aif=ct outcomesT

Wisre the measwemeans conducted consi Nty Snoss Qroups T

'l'l'a5‘|:he-51al]5l:|c;al analysis appropriate for the shudy design and type of owrbeommss
indicators?

a3.1 Wiere statistiical anayses adeguately descrbed the resuits reporied approonateiiy T
az Wiene cmmect siatstoal tests wsed and assumpbons of ==t not wiclated T
23 Wiere siatistics reported with lewels of significance andior confidence intervals?

E= Wias “ntent o treat” anafysis of cubtcomes doms {(and as appropriate, was thers an
analysis of outcomes fior those masamally exposed or a dose-response anafysis v

as Wisre adeguate adjustments made for effects of confounding factors that might hawe
aFecked the oulcomes =g . multivanate analyses)™
a4 Was dinical significance as well as statstical significance repost=d ?
aT H negates findings, was a power calculation reporisd o addiress type 2 ermore?
FAre conciusions suappeorted by resygits with biases and lemdtations @been into
cornsideratiomn?
=01 ks thers a discaussason of findings™
o9z Are bisses and study limitatons identifed and discussed?
Is bias due o study's funding or sponsors bhip enldloeby=
1031 Werne souwrces of fundeng and mvestigaioes” affiliatons desornbed ™
102 Wi'as thers o sapparent conflict of interese?
MINUSMNEGATIVE (-]
I rmost (s or more ) of e answers fo fhe abowe valioity gueshons ae ™o, e epoet showuid be designafed wath & mames (=)
symmnbal on e Evidence Guslit Workshaeot
HEUTRAL (=}
Hﬂ\eans»‘embuaﬁ:ﬁﬁ-’cﬂtﬂﬂaqu&esm 3 6 and 7 do mod maafcate fthat fhe siudy /s excepionaily simomg, e eport showid be
deskgnated with 2 newiral (o |sﬂ7ﬁdmﬁ;&£ﬁ-ﬂd&rﬁ:~e Sty Wiorfosiaeat
FLUSPOSITIVE [(+)

i most of Bhe answers o fhe above valbdity quesiions ae "ves” ([ciuding crifeyia 2, 3, 6. 7 and af keast orne addibonal “YesT), the
repost showl'd be oesigraied with & piues mrfrjmmEEmmwﬁm.

IRV

N U X
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