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Introduction
Randomized control trials, RCT, are widely 
considered as the gold standard for eval-
uating the effectiveness of clinical inter-
ventions. However their appropriateness 
for evaluation of complex interventions has 
been called into question. For example,  the 
british Medical Research Council, MRC, has 
been developing and improving guidelines 
for adapting RCTs to real-world situations 
such as complex public health interventions 
since early 2000s [1-3]. The fundamental 
conflicts between positivist assumptions, 
underpinning  experimental study designs, 
and those of complex systems have been 
mentioned as the main cause of limiting 
usefulness of RCTs when applied to 
complex systems [4] . Stability and equilib-
rium,  linearity in the relationship between 
variables, and  proportionality of change 
in response to causal influence are a few 
examples of such positivist assumptions [5]. 
The goal of this case study is to investigate 
if such positivist assumptions hold true in 
real-word cases. Our cases so far include 

a prospective non-randomized, matched 
control, before- and-after study (case 1), 
The effectiveness and cost effectiveness of 
the PAtient- Centred Team (PACT) model: 
study protocol of a prospective matched 
control before- and-after study [6], and an 
RCT (case 2), Long-term integrated telere-
habilitation of COPD Patients: A multicentre 
randomised controlled trial (iTrain) [7]. We 
are planning to add two more cases.

Methods
We take an exploratory qualitative case 
study approach [8] to review complex inter-
vention evaluation studies in which the study 
designs are based on positivist assump-
tions. The criteria for selecting the cases 
are that the interventions must be complex, 
study protocol must be published or acces-
sible for review and the researchers avail- 
able for interviews. Our starting point is the 
review of study protocol and we follow-up 
with semi-structured interviews with the 
principal investigators and research team 
members and request supplemental infor-
mation if needed.

Conclusion
The study has started in late October 2018 
and is currently underway.

Results
We are currently finishing review of case 1. 
This is a real-world evaluation case where 
randomization was not possible due to 
operational reasons. Therefore the research 
team chose propensity score matching.
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