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Lecture overview

Describe the most common study designs in 
implementation research 

Explain pragmatic trials

Understand hybrid designs



What study designs are used in IS?

Mixed methods

Qualitative 
designs

Participatory 
research

Quantitative designs

Experimental 
designs

(RCT & cRCT)

Quasi-
experimental 

designs

Observational 
studies

Real world 
evidence

Economic 
analysis

Experimental 
designs

(RCT & cRCT)



Traditional trials Pragmatic trials
More inclusion criteria: low external 
validity

Few exclusion criteria: higher external 
validity

Limited range of patients, providers, and 
settings

Wide range of patients, providers, and 
settings

Mostly placebo-controlled Active comparators
Clinical or physiological outcome 
measures

People-centred outcomes; process 
measures

Shorter follow up with more intensity Longer follow up with less intensity
Often double blinded Often not blinded
Often individual-randomised Often cluster randomised

Pragmatic trials are often used in IS



 Studies that simultaneously 
consider clinical/health 
outcomes and 
implementation evaluation

What are hybrid studies?

Hybrid studies are unique to 
implementation science



There are 3 types of hybrid studies

Clinical effectiveness 
research

Implementation 
research

Test clinical / health 
effectiveness

Gather implementation 
information

Test clinical / health 
effectiveness

Test implementation 
strategies

Test implementation 
strategies

Gather data on clinical/ 
health effectiveness

Hybrid Type 1 Hybrid Type 2 Hybrid Type 3



There are 3 types of hybrid studies

Implementation 
research

Primary aim: Clinical / 
health outcomes

Secondary aim: Gather 
data on implementation

Co-primary aims:
Implementation 

outcomes
+

Clinical/health outcomes

Primary aim: 
Implementation 

outcomes

Secondary aim: Gather 
data on clinical / health 

effects

Hybrid Type 1 Hybrid Type 2 Hybrid Type 3



Key messages

In implementation science, we use a broad range of study 
designs, both quantitative and qualitative, and most often, 

mixed-method approaches.

Hybrid studies have a dual focus on implementation evaluation 
and clinical/health outcome effectiveness.

There are three types of hybrid studies (1, 2 and 3).
The difference between them rely on the hierarchy of 

clinical/health versus implementation outcomes.
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