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BACKGROUND 
There are numerous methodological challenges 
in the development of guidelines for complex 
interventions. Complex interventions involve 
different objectives, components and actions. 
Temporal aspects can be present and actions 
can be independent or inter-dependent. As 
a consequence there are challenges in the 
synthesis and use of evidence for complex 
interventions. Communicating the method 
and evidence transparently for the target 
guideline users is also a challenge for 
guideline developers. There has been limited 
discourse on these challenges among guideline 
developers. 

OBJECTIVES 
To describe some of the methodological challenges that arise when 
developing guidelines for complex interventions and present practical 
solutions using examples from guidelines on the management of 
return to work following injury, case management and wheelchair 
prescription. 

METHODS 
Over 6 years, solutions for scoping, synthesising and grading 
the body of evidence were explored during the development of 
guidelines for complex interventions for people with traumatic 
brain or spinal cord injury, or rotator cuff injury.  Examples include: 
“unpacking” intervention components, expanding database searches 
and including “grey” literature from regulatory authorities, and using 
mixed methodology studies.

RESULTS 
Several solutions were adopted to develop actionable recommendations. An adapted recommendation grading scale 
to synthesise mixed methodology studies and specific recommendation grades to accommodate “grey” literature were 
developed, research evidence results were categorised, clinical tools or checklists were developed and then linked to 
consensus methodology.  

GUIDELINE METHODOLOGY SOLUTION - Adapted grading scale 
The NHMRC (FORM) grading scale was adapted with 4 additional grades. Only 
the additional grades are presented here. 

Grade Description

BQ Body of evidence can be trusted to guide practice.  
Qualitative studies have been included in the body of evidence so there are 
one or more qualitative studies of high quality and  
rigour (credibility, transferability, dependability, conformability). 

CQ Body of evidence provides some support for recommendation(s). 
 
Qualitative studies have been included in the body of evidence so there are 
one or more qualitative studies of reasonable rigour (credibility, transferability, 
dependability, conformability).

P  
(Principle)

A principle provides the standard required for a best practice therapy interven-
tion. The working party reached agreement on the wording of the principle.

R  
(Requirement)

This recommendation is guided by a legal requirement, regulation or rule  
established by a statutory authority (e.g. Roads and Traffic Authority).

GUIDELINE METHODOLOGY SOLUTION - “Unpacking and Packing”  
Research evidence on return to work (RTW) was categorised and a General Practitioner Guidance sheet developed. 
Excerpt from Table on Best practice standards for return to work approach
Standard Detail Level of Evidence

A team approach (Multidisci-
plinary/

multi-modal rehabilitation

A combined physical, psychosocial and organisational approach to prevention has been 
shown to decrease the risk of disability pension/duration.

Kuoppala et al. 2008 (level I); 
Westman et al. 2006 (level IV)

Patient centered, patient involved Patients who were able to influence their own rehabilitation processes were more likely to 
RTW. 

Arnetz et al. 2003 (level III-I); 
Feuerstein et al. 2003 (level II); 
Shaw et al. 2008 (level IV)

Provision of income support Loss of income affects the injured worker and their dependents. Concerns regarding loss of 
income following injury will result in additional stress and likely complicate injury recovery. 
Income support should be provided under worker’s compensation for work related injuries.

Hogelund et al. 2010 (level 
III-3) 

Workplace-based Involving patients in meaningful tasks at the workplace is central to the work rehabilitation 
process and is more effective in facilitating RTW of the injured worker than usual care.

Cheng et al. 2007 (level II)
Franche et al 2005 (Level I)

CONCLUSIONS  
Health interventions are increasingly complex with a focus on health domains and the person’s context.  Guideline 
methodology and transparency in communicating the evidence is paramount to ensure consistency with methodological 
principles and quality. Developing guidelines on complex interventions demands creative solutions consistent with guideline 
development methodology. Further development and trial of the solutions by guideline developers is recommended.  

References:
1. The Cochrane Collaboration. Complex Interventions: Methodological implications for Cochrane Intervention Reviews in 19th Cochrane Colloquium Methods 

Symposium 2011.Madrid 2011
2. Medical Research Council (MRC), A framework for development and evaluation of RCTs for complex interventions to improve health MRC, Editor. 2000
3. Hillier, S., et al., FORM: An Australian method for formulating and grading recommendations in evidence-based clincial guidelines. Medical Research Method-

ology, 2011. 11(23).
4. Letts, L., et al. Critical Review Form- Qualitative Studies (Version 2.0).  2007; Available from: http://fhs.mcmaster.ca/rehab/ebp/pdf/qualguidelines.pdf

1Director, Lukersmith & Associates, Sydney Australia
2PhD Candidate, Centre for Research in Evidence-Based Practice (CREBP), Bond University, Queensland  Australia
3Clinical Epidemiologist, Centre for Research in Evidence-Based Practice (CREBP), Bond University, Queensland Australia

Grade BQ  example 
16. Recommendation  
The factors identified in research 
related to non-use of provided 
assistive technology (as listed) 
should be considered by the 
therapist during the wheelchair 
prescription process, as these 
may influence the outcomes.  
Q refers to the inclusion of qualitative 
  evidence

Grade Requirement example 
37. Recommendation 
A user of a motorised wheel-
chair or scooter must be aware 
that it is an offence to use the 
device on a public road or  
related areas if their blood  
alcohol level is 0.05 or more.

Excerpt from the  General Practitioner Guide 
1. Check that the injured worker has an income. This may be from the employer, the worker’s compensation insurer or social  

security. Any concerns about income can result in additional stress and complicate recovery. If the worker does not have an income, 
advise them to contact their employer or social security. 

2. Work with the team. A return to work program involves a team of people with different skills. Engage with employers, in-
jured worker, health care providers including physiotherapists, return to work providers and coordinators, and the worker’s  
compensation insurer.

3. Maintain communication and provide clear information to all stakeholders. Use any or all methods of communication such as 
telephone, email, fax, face to face communications, and letters. 

4. Make sure the return to work program is based at the workplace, starts as early as possible and involves meaningful and 
value added work at every stage.


