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• To offer an overview of the nature of control groups in effectiveness-implementation 
hybrid trials

• To articulate what is being controlled and with what aims and explore rationales for 
the choice of controls 

• To present illustrative case studies of hybrid trials, demonstrating different 
considerations in selecting control groups 

• To share and discuss my personal experiences of setting up and managing control 
groups, including how to manage potential tensions arising in control arms of 
hybrid trials

Essentially I would like to share a story of a challenge we faced in doing an 
implementation trial and seek your help…!

My aims today



Translational pathway for research 



Curran et al, Med Care 2012;50:217-26 
Schliep et al, Evid Based Commun Assess Interv 2017:11:82-98

The concept of ‘hybrid’ RCTs



What prompted my 
thinking about control 
groups in such trials?



The OASI care bundle: OASI1 trial

• Evaluated across 16 maternity units in the UK; 
N=55,060 live births

• Stepped wedge evaluation design, allowing 
controls: gradual implementation across 4 units 
at a time

• OASI rate 3.3% reduced to 3%

• Qualitative studies describe barriers and 
facilitators in using the care bundle   



The OASI care bundle: OASI2 trial

• Aim: to evaluate implementation strategies that will 
allow the OASI care bundle to be successfully 
implemented nationally  

• We did not evaluate its clinical effectiveness (already 
shown) – so ALL study units received the care bundle 

• Trial intervention: level of implementation support

• Lean units (controls): receive booklets 

• Peer-supported units: receive booklets + external 
OASI facilitator (from unit where OASI had already 
been implemented) 

Jurczuk et al, Implement Sci 2021;16(1):55



• Do we need a controlled evaluation in the first instance – i.e, should we not try to 
maximise uptake and scale-up based on OASI1 findings instead?

• We do, because we do not have good enough evidence for what works in terms 
of scale-up strategies

• Funder well-informed about implementation science and keen on generating 
high quality implementation evidence for national scale-up

Early control group design considerations 



• What would a suitable control group look like?

• Doing absolutely nothing was not an option, because:
I. It did not seem representative of NHS reality for guideline implementation 
II. It risked making this a ‘so what’ project (i.e. who would be surprised to 

observe better uptake compared to units with literally zero support?!)
III. We hypothesised that peer-support would improve implementation, but 

that high-quality manuals would also support it well-enough 

Early control group design considerations 



• Contextual equipoise
• Genuine uncertainty about whether known implementation strategies will 

support effective delivery of an evidence-based practice in a new context
• We developed this concept in the context of global health research, but we feel 

it applies to several implementation research contexts 

• Ethical considerations
• We know that the OASI care bundle can improve women’s outcomes, so would 

it be ethical to use a ‘do nothing’ control? – No! 

• Practical considerations
• Clinicians were very clear that a ‘do nothing’ control would make the trial 

unfeasible – i.e. already pressurized maternity units seemed to want 
something ‘in return’ for taking part in a complex research project

Wider issues regarding control group selection

Seward et al, BMJ Global Health 2020;5:e003456



• Where is the defining line between study management vs control group 
contamination?

• OASI2 was led by the 2 prime professional organisations for maternity care in 
the UK, the Royal College of Midwives and the Royal College of Obstetricians 
and Gynaecologists
• This was done intentionally, so that the OASI studies have senior national 

leadership and a good chance of their results informing national policy
• Control sites were exposed to news stories and commentary regarding the 

OASI care bundle; they were getting in touch with the study team who they 
saw as national leaders for support in resolving implementation questions 
arising locally + queries and barriers regarding practicalities of the research 
(e.g., slow data collection, slow rate of recruitment, low staff availability etc.) 

• From my point of view, I was not always clear where to draw the line between 
supporting the conduct of the research vs supporting the actual 
implementation process 

Mid-study control group management considerations 



So what do control 
groups look like in the 

implementation science 
evidence base?



Phase 1: rapid narrative review 
• Aim: to identify control group designs in the evidence base 
• PubMed search (latest in Feb 2022) 
• Search terms (in titles or abstracts of hybrid type III studies published in English)

• Hybrid, effectiveness, implementation 

Phase 2: comparative case study  
• Aim: to consider a typology of control groups as revealed by the evidence base and 

reflect with their designers on their selection and implementation in studies 
• Identified ‘exemplar’ study designs following Phase 1 findings 
• Conducted brief structured telephone interviews with lead study authors

• How were the controls selected, how were they managed throughout the 
study, how did they implement any improvements or adaptations to the 
implementation support materials 

We studied (and shared) our challenges!  



• 670 study reports assessed 
• Following screening, 45 reports of hybrid III studies with control groups reviewed
• Control group typologies:

• 17 studies: A vs A+, where A offers baseline implementation support and A+ 
offers baseline + some additional support 

• 26 studies: A vs B, where two entirely different implementation support 
structures are compared 

• 2 studies: unable to classify  

Phase 1 (review) results



Phase 2 (comparative case study) results

P4AE1 study: Sutherland et al, BMC Public Health 2013;13:57
CATCHUP study: Hatch et al, BMC Health Serv Res 2020;20(1):428
OASI2 study: Jurczuk et al, Implement Sci 2021;16(1):55



Phase 2 (comparative case study) results
From the brief interviews 
• Shared experiences:

• Some tension between ‘hands off’ management of control groups vs some 
support to ensure study delivery

• CATCHUP study team organized meetings to respond to study site requests for 
assistance (but then only signposted to the original educational materials 
provided) – so as not to render study unfeasible 

• The PA4E1 study team offered reactive support to study implementation to the 
schools that requested it 

• The OASI2 team initially received site feedback and included edits to the 
implementation manuals; these were kept unchanged during the 2nd half of the 
data collection

• The OASI2 team also had requests for the implementation manuals from non-
study sites – due to national publicity about the OASI care bundle. We 
disseminated the materials after all control sites had been enrolled 



The full story here

Jurczuk et al, Frontiers Health Serv 2023;3:1059015



• What control group, if any, is ethically justifiable in an implementation study? 

• How do we balance the need for internal study validity vs the need to pragmatically 
scale-up an intervention of proven effectiveness (assuming the latter)?

• Are traditional controlled designs too static for some implementation questions – are 
iterative study designs better suited to study implementation processes? 

• Adaptations to interventions and/or implementation strategies seem to happen all 
the time, including in the context of RCTs – is this your experience too?  

Where do we stand? Questions for us to think about 
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