
 

 

Buying external validity at the expense of internal validity: A deal with the devil? 

 

The lack of ‘external validity’ of randomised clinical trials – their inability to support 

conclusions that are generalisable beyond the study – has become a popular argument against the 

absolute epistemic superiority of RCTs. However, it is generally acknowledged that external validity 

only comes at the expense of ‘internal validity’ – the trustworthiness of the causal conclusion within 

the study. Moreover, the internal validity of RCTs is the very reason why this method ranks at the 

top of the hierarchies. The criticism of poor external validity is thus only convincing to the extent 

that it is substantiated by an argument that external validity is preferable to internal validity. In my 

contribution, I will provide a methodological account of the internal-external validity distinction 

and show that for many clinical purposes it is rational to buy external validity at the expense of 

internal validity.  

Although the internal-external validity distinction has been introduced about six decades ago 

(Campbell 1957), the notion of ‘external validity’ has undergone little systematic development. 

Researchers primarily focus on aspects that limit external validity (Rawlins 2008; Rothwell 2006, 

2005; Zuidgeest et al. 2017), while philosophers mostly regard external validity as synonymous 

with the idea of extrapolation. Thus, philosophical literature on external validity primarily 

discusses inferential strategies to generalise clinical trial results to a broader population 

(Cartwright 2007; Guala 2003; Reiss 2019; Fuller 2019; Stegenga 2018). These discussions have 

certainly revealed important shortcomings of wide-spread reasoning practices, yet some also 

fuelled the idea that internal validity should be prioritised: Francesco Guala, for example, claimed 

that it does not even make sense to bring up the question of external validity without being 

confident about internal validity (Guala 2003).  

In my contribution, I first clarify the internal-external validity distinction by arguing that 

they are constituted by clusters of design properties of an experimental design. I show that the 

properties constituting internal validity justify highly accurate causal conclusions, while those 

constituting external validity justify the similarity of the experimental context to a target context. 

Moreover, being a cluster of properties, researchers can consequently decide for each of the 

properties whether to increase internal or external validity (Godwin et al. 2003). In the second part, 

I discuss a variety of design choices that increase external validity at the expense of internal validity. 

I will argue that some of these experimental designs can be understood as implementing variations 

of an ideal intervention that are discussed in the literature as ‘fat-handed’ or ‘soft’ interventions 

(Korb et al. 2004; Eberhardt and Scheines 2007; Scheines 2005). I further show that such 

experimental designs license inferences to causal hypotheses that are less accurate, in the sense 

that they identify an interactive cluster of causes instead of a single cause, while inferences to such 

cluster causes are nevertheless highly justified. I finally defend that clinical researchers should 

embrace the loss of accuracy because it amounts to an important benefit: such cluster causes 

constitute causal entities that are meaningful for clinical practice like, for example, ‘the taking of a 

treatment, or ‘the prescription of a treatment’. I conclude by pointing out that buying external 

validity at the cost of internal validity is particularly desirable for clinical research on medical 

treatments for broad populations. 
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