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IDEAL Framework 

Stage 1: Idea 
Question 

• Can the procedure or device achieve a specific 
physical or physiological goal? 

 

Aim 

• Proof of concept 
 

Patient Base 

• Single to few 
 

Optimal Study Design(s) 

• First-in-man study, structured case report 
 

Cook JA et al. BMJ 2013; 346: f2820 



Example of procedure at this stage 

• Stem cell based tracheal transplant for 

tracheal stenosis 

 



IDEAL Framework 

Stage 2a: Development 
Question 

• What is the optimal technique or design, and for 
which patients does it work best? 

 

Aim 

• Safety, efficacy 
 

Patient Base 

• 10s 
 

Optimal Study Design(s) 

• Prospective development study 
 

Cook JA et al. BMJ 2013; 346: f2820 





IDEAL Framework 

Stage 2b: Exploration 
Question 

• What are the outcomes of more widespread use? Can 
consensus equipoise be reached on a trial question? 

 

Aim 

• Efficacy 
 

Patient Base 

• 100s 
 

Optimal Study Design(s) 

• Prospective collaborative observational study (Phase 
IIS) or feasibility randomised controlled trial (or both) 

 

Cook JA et al. BMJ 2013; 346: f2820 





IDEAL Framework 

Stage 3: Assessment 
Question 

• How well does this procedure work compared with 
current standards of care? 

 

Aim 

• Comparative effectiveness 
 

Patient Base 

• 100s+ 
 

Optimal Study Design(s) 

• Randomised controlled trial 

Cook JA et al. BMJ 2013; 346: f2820 



Robotic Pancreatectomy 



IDEAL Framework 

Stage 4: Long term study 
Question 

• What are the long term effects and outcomes of the 
procedure? 

 

Aim 

• Quality assurance 
 

Patient Base 

• 100s+ 
 

Optimal Study Design(s) 

• Observational study or randomised trial nested within 
a comprehensive disease based registry 

 

Cook JA et al. BMJ 2013; 346: f2820 



Laparoscopic Liver Surgery 
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