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• Leitlinien
(the social nature of guidelines)

• Evidenz
(global evidence and local knowledge)

• Entscheidung
(value judgements and consensus procedures)

• Anpassung
(Fervers et.al. IJQHC 2006;167-176)
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A guideline is an intermediate text
product, resulting from social processes
in which evidence and opinions are 
synthesized and valued with the aim
to induce improvement in health care 
delivery.
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• formalizing synthesis of evidence
(systematic review, meta-analyses, 
grading of evidence)

• formalizing generating value judgements
(nominal/delphi group processes, 
group compositions)

• formalizing guideline development
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Scope the guideline

Prepare the workplan

Form the GDG 

Prepare for GDG meetings 

Formulate
the clinical questions  

Identify the evidence 

Review and grade 
the evidence  

Create guideline 
recommendations 

• Consider guideline remit 
• Undertake preliminary literature search 
• Identify key aspects of care to be included 
• Review scope after consultation 

• Specify Guideline Development Group (GDG) members 
• Describe key aspects of methods to be used 
• Define key timelines 
• Provide costings

• Identify GDG leader 

Select for the GDG: 
• health care professionals 
• those familiar with issues 
affecting patients and carers

• technical experts 

• Set rules for GDG functioning 
• Organise meeting dates

• Identify clinical issues from the scope 
• Identify economic issues 
• Structure questions 

• Develop search strategy for each question 
• Search relevant databases 
• Ensure sensitivity and specificity 
• Consider stakeholders’ submissions

• Select relevant studies 
• Assess quality of studies selected 
• Summarise evidence and assign level

• Develop recommendations based 
on clinical and cost effectiveness 

• Prioritise recommendations for implementation 
• Develop audit criteria 

Write the consultation 
draft of the guideline

• Consult and respond to stakeholders’ comments

Review in light of 
stakeholders’ comments 

Prepare final guideline  

Review and update within 
an agreed timeframe 

Key stages Tasks

A Summary of key
stages of NICE 
guideline development
(for developers)
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GeneralizabilityGeneralizability of of globalglobal evidenceevidence
forfor locallocal guidelinesguidelines

• limitations through the dominance of 
bio-medical paradigm

• reduction of diversity through research designs 
and scientific social processes
(gender, age, ethnicity, SES)
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PotentialPotential sourcessources of effect of effect modificationmodification
Potential effect modifying factors Examples
Study design characteristics Setting, patients, co-medication,

study duration, measurements and
method used for measurements,
completeness of follow-up,
methodological quality of the study

Patient characteristics Age, gender, ethnicity, biochemical
markers, genetic polymorphism

Disease characteristics Method and sensitivity of diagnosis,
severity of disease, staging and
biological response

Intervention characteristics Application, route, dosing, intensity,
time point of treatment, duration
and compliance
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Is presence of clinically relevant effect modification likely?

No Yes

Study effect modification
in relevant subgroups

Single RCT including
relevant subgroups

Perform separate RCTs
in the subgroups

Points that need specific attention:
1. Address barriers to eligiblity and barriers to 

willingness to enrol*
2. Stratify allocation on potential effect modifiers
3. Make a plan to optimize complete follow-up*
4. Analyse presence of effect modification by

predefined interacion tests and subgroup analyses

No need to study the effect
in different subgroups

Accounting for effect 
modification in RTCs

Source: Wieringa et al. Diversity among
patients in medical practice (2005)
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Does a similar
global evidence-base

result in similar national/ 
local guidelines?
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Inside guidelines: comparative analysis
of recommendations and evidence in
diabetes guidelines from 13 countries

Jako S Burgers
Julia V Bailey
Niek S Klazinga
Akke K van der Bij
Richard PTM Grol
Gene Feder,
for the AGREE Collaboration

Diabetes Care; 2002;25;11:1933-1939
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Potential biasPotential bias

Selection workgroup members
Selection central questions
Conceptualizations of diseases
Searching literature
Judging literature
Phrasing recommendations
Guideline by-products (leaflets, review-criteria, 
indicators
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