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Survey Participants
• 56 participants invited

• Range of backgrounds: 

Clinicians, Researchers, 

Methodologists, Journal 

Editors & Funders

• Good knowledge of 

IDEAL

Delphi Survey Design
Round 1

Response rate 37/56 

(66%)

Dec ‘15-Feb 16

Round 2

Response rate (30/56)

55%

Feb ‘16- Mar ‘16

• Email based on Survey Monkey

• Email based through Survey Monkey

• 24 questions 

• 2 open ended questions for free text responses

• 20 focused questions  with assessment of consensus using Likert Scale

• Email based through Survey Monkey

• 11 questions

• 10 focused questions on areas of no consensus identified from Round 1

• Assessment of consensus using Likert Scale

2 (Ethicist & Public health)



Determining consensus

• Likert scale scoring

– 1 (strongly disagree)

– 9 (strongly agree)

• Mean score determined consensus

– Scale divided into thirds

Consensus against

1 5 93 742 6 8

Consensus forNo Consensus



Key Areas Addressed

1. Participants views on the usability, strengths, weaknesses and 
barriers to the use of IDEAL

2. Modifications to framework for evaluation of medical devices and what 
recommendations should follow this (e.g. addition of Stage 0 to report 
pre-clinical studies and recommendation for this/relevance of Stage 
2a and Stage 2b in this process of medical device evaluation)

3. Broadening of IDEAL for evaluation of all complex interventions (e.g. 
physiotherapy, psychotherapy, QI programmes)

4. Review of Stage 1  through to Stage 4 addressing potential 
modifications or additions to the initial recommendations of 2009

5. The role of Prospective Exploration Studies in Stage 2b in adequately 
substituting for pilot and feasibility RCTs

6. Potential adjuncts to IDEAL such as the use of PRECIS 2 tool & Trials 
within Cohorts

7. Registries (at what stage should they start?/ownership/patient 
consent)



Views on the value, practical usability, weaknesses and 
barriers to the use of the IDEAL Frameworks

THEMES Positive Comments Negative Comments

Value/Useful “Framework seems reasonable and follows the 

general proof of concept, feasibility testing, and 

piloting trial work that it generally done”

“good that it covers the entire life-cycle of a 

technique”

Clarity of 

framework

“Provides clarity in that is makes it clear the sort of 

evaluation required given the current status of the 

intervention”

“Some confusion over exactly which stage is 

which and what data required for each”

Application in 

practice

“Provides an insight as to how to progress a 

technique and properly evaluate each step”

“Practical usability: straightforward as long as 

everyone realizes that

some evaluations may straddle stages”

“Difficultly in implementing this throughout its 

full cycle e.g. agreement in maintaining a secure 

database, committing to such a database, 

available financing to do this, agreement of 

journal editors and surgical researchers to agree 

to this”

Acceptability 

by researchers

“Helpful framework, useful way to structure the 

thinking about what needs to be done”

“Encourages investigators to think systematically”

“Allows us to be confident that conclusions at the end 

of the study are robust”

“Could be perceived as extra work and effort”

“Following the framework: slower progress”

Technical 

considerations

“lacks depth in some areas and needs to be more 

didactic in how to conduct the research it 

recommends”



Areas of consensus (Score      6.33)≥

TOPIC Question Score Consensus

Medical

devices

IDEAL

Stage 0

Stage 1

Stage 2a

Stage 2b

Q4. Modified version of the IDEAL framework are needed for 

evaluation of medical devices 

Q8. Combination of Stage 2a and 2b into a single Stage 2 for the 

evaluation of medical devices

Q6. IDEAL stage 0 should be added to incorporate pre-clinical 

studies

Q11.  Current recommendations for stage 1 are adequate and should 

remain unchanged

Q12. Modifications to a technique during stage 2a should be 

described clearly covering when they occurred, why modifications 

were needed and results from each case displayed sequentially

Q13. Incorporating qualitative research on patient and clinician 

values to refine RCT questions to be included in the current IDEAL 

recommendation for Stage 2b prospective exploration studies

Q15. Protocols for Exploration studies should pre-specify subgroup 

analyses

6.59

6.74

7.09

7.59

7.29

7.47

6.56

YES

YES

YES

YES

YES

YES

YES



TOPIC Question Score Consensus

Registries

& Consent

Q16. Exploration studies could collect data on outcomes from a 

range of alternative treatments including the treatment of primary 

interest

Q18. Final consensus meeting between investigators needed to 

evaluate short term results of exploration studies prior to initiation of 

RCT

Q21. Useful to create registries at any stage of an intervention’s 

development

Q22. Registries in Stage 4 should wherever possible collection 

information focused on a disease/condition rather than on a specific 

treatment/operation 

Q23. Registries in IDEAL stage 4 should curated and owned by non-

commerical bodies

Q24. Anonymised patient data can be collected in a registry without 

consent, however an ‘opt out’ option should be provided

7.09

6.62

7.58

6.33

7.39

8.15

YES

YES

YES

YES

YES

YES



1 5 93 742 6 8

Consensus against Consensus forNo Consensus

Areas of no consensus

1. What recommendations should be made about design and 

reporting of Stage 0 if its introduced?

2. Should IDEAL be adapted to allow its use in a broader range of 

evaluations beyond surgical procedures?

3. How  should the description of stages 2a and 2b be refined to 

accommodate situations in which one of these, or both appears 

irrelevant and can be excluded?

4. Do Prospective Exploration Studies (2b) make them a potential 

alternative to randomised feasibility studies in preparing the 

ground for an RCT?



1. Stage 0 and recommendations

1 2a 2b 3 40

Delphi Round 1: IDEAL Collaboration should develop its 

own recommendations for conduct and reporting of 

Stage 0 studies rather than point to existing guidance   

(Score = 4.65; No Consensus)



	

THEMES Examples of quotes from respondents 

 

 
New recommendations needed 

for IDEAL Stage 0 

“yes new recommendations needed, as those other ones are often 

biomarker related and it is a mistake for surgical devices to go down that 
route alone” 

 
“The research that gets done in the preclinical setting in device 

development might differ in important ways from more general preclinical 
research” 

 

 
 

New recommendations not 
needed as existing ones 

adequate 

“If IDEAL Collaboration were to develop its own guidelines for reporting of 

Stage 0 studies there would be extensive overlap with already well 
established and used guidelines making the creation of new 

recommendations pointless” 
 

“If you want to include something on pre-clinical work then include but 
point out existing guidelines available and recommend their adoption. It 

becomes confusing when there are numerous guidelines for similar 
things” 

Already existing guidelines 

should be tested first in the 
“IDEAL setting” before 

decision as to whether new 
recommendations are needed. 

 

“My starting point here then would be to demonstrate why the existing 
guidance is inappropriate before planning to write new guidance 

 

Use existing guidelines adding   
instructions as to how these 

can be applied to IDEAL 

“A synthesis of or succinct reference to existing guidelines might be 

preferable for pragmatic reasons, especially if these are of high quality” 
 

“You should definitely use existing guidelines here - what you could do is 
then give some specific examples of how the existing guidelines relate to 

surgery and device” 



Stage 0 and Recommendations
Delphi Round 2

1. IDEAL Framework should formally recognise and describe Stage 0 

encompassing all pre-clinical studies performed during the 

development of new therapeutic interventions (Score = 6.53; 

Consensus)

2. IDEAL Stage 0 recommendations should be developed regarding the 

design and reporting of studies within this stage (Score = 5.47; No 

consensus)

3. What should IDEAL stage 0 recommendations consist of if a Stage 0 

is included in the framework?



2. Broadening the Scope of the 

IDEAL Framework

Delphi Round 1:  The IDEAL framework should be broadened or made more

generic to deal with the evaluation of all complex interventions (Score 5.32; 

No consensus)
THEMES Examples of quotes from respondents

Current IDEAL framework should be 

broadened to deal with the evaluation of 

all complex interventions

“Indeed its principles could be applied to many areas of work whereby real evaluations are not 

undertaken”

“A broad generic Framework along the lines of statement of principles would be of value that 

can be tailored to particular disciplines”

Extending the framework to evaluating 

complex interventions risks losing focus 

as it was originally developed for 

evaluating surgical interventions

“In theory this could be done, however, generalizing IDEAL so that it can be applied more 

broadly risks making it so generic that the accompanying "Recommendations" really don't say 

anything practical or useful”

“The IDEAL framework is very much orientated and developed for surgical procedures rather 

than wider complex interventions - I think it would lose its essence if it was extended to cover 

generic interventions”

More development work is needed before 

determining whether the current IDEAL 

framework can be applied to all complex 

interventions

“I think that would depend on pilot work and experiment with its use, say, for care pathways, 

before expansion into areas like these”

“I think this should be explored at least. It would be useful to set out a matrix of the intervention 

types versus the IDEAL framework to see whether they apply, need modification, or are not 

applicable”



3. How to handle Stages 2a and 2b

Delphi Round 1:  There are situations where Stage 2a and/or 2b could be 
omitted (example: evaluation of medical devices) Score = 5.68; No consensus

1 2a 2b 3 4

THEMES Examples of quotes from respondents

Both stage 2a and 2b are important in the 

evaluation process and should not be 

omitted

“Depends on where in the development IDEAL starts, but if we really start of from an idea, development 

will remain an important stage. I therefore do not agree to completely omit this stage, but can image that 

2a and 2b are combined”

Omission of Stage 2a/2b in certain 

situations would be reasonable

“Where there is no need for tinkering, no need for 2a. Where there is no need for either learning curve 

evaluation or consensus building, no need for 2b”

“The only scenario where Stage 2 could be omitted would be in the case of successor devices whereby 

the original product underwent full evaluation”

Lack of clarity in the exact definitions and 

role of Stage 2a/2b

“Any development which could obviate the need for need for Stages 2a and 2b would be good. As I have 

said above I think that the potential for lack of understanding about these two stages is a weakness of 

IDEAL”

“I think until there is clarity about the IDEAL stages and their application it is difficult to specifically 

comment on this issue”



3. How to handle Stage 2a and 2b

Delphi Round 2: 

1. Where the steps which define IDEAL stages 2a and 2b are 

absent or vestigial in the evaluation process of an 

intervention then we can recognise that either stage can be 

omitted (Score 6.10; No consensus)

2. When stage 2a or Stage 2b appear to be of low relevance to 

particular intervention we should recongise that a single 

Stage 2 incorporating the relevant elements of both stages 

may be the most appropriate way to bridge the gap between 

First in Man and RCT (Score 7.03; Consensus)



4. Feasibility studies prior to full RCT

Delphi Round 1: Prospective exploration studies (Stage 2b) with a qualitative 

component can substitute effectively for randomised feasibility studies

(Score = 5.53; No consensus) 

1 2a 2b 3 4

THEMES Examples of quotes from respondents

Difficulty in designing a feasibility study 

makes it advantageous to replace these 

with exploratory studies

“really hard to fathom 2 RCTs in most cases..one is hard enough to set up”

Qualitative component which feasibility 

studies can provide (e.g. willingness of 

patient randomization/recruitment) and 

quantitative component (e.g. analysis on 

power calculation and sample size 

requirements) are crucial and cannot be 

replaced by exploratory studies

“only a randomised feasibility study will give data on consent rates, willingness of clinicians to 

randomise; feasibility of randomisation (especially in emergency surgery settings)”

“Potentially though Exploration studies will not have the randomized component in their design and 

therefore may not provide enough information as to the challenges of randomization and how they could 

be overcome”

More information required as to what an 

‘exploratory’ study would entail before 

such a decision is made

“I think that pilot/feasibility/pre-trial work is absolutely crucial in surgical

settings. I think that any new guidance would need to debate and discuss exactly what is meant by an 

'exploration' study compared with a pilot study, in order to know whether one can replace another”

One form of study cannot replace the 

other but could be combined as they can 

complement one another

I think each has benefits. I believe a feasibility RCT is probably better suited to assess qualitative 

aspects of trial recruitment and randomization. I think collaborative exploration studies would probably 

be better at estimating treatment effect size for power calculations because they can rapidly accumulate 

a lot of patients



4. Feasibility studies prior to full RCT

Delphi Round 2:

1. The current description of an exploration study (Stage 2b) provides a 

conceptually useful route to developing the necessary baseline 

information for a successful RCT (Score = 6.57; consensus reached)

2. The ability of feasibility RCTs to provide empirical evidence (as opposed 

to hypothetical responses) to questions about willingness to be 

randomised make them superior to exploration studies in successfully 

developing RCTs (Score = 6.57; consensus reached)



Thank you

Contact us at:

www.ideal-collaboration.net

http://www.ideal-collaboration.net/

