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Context of health technology assessment

▪ Our question: comparative effectiveness (is there any difference between a new
intervention and the current standard of care/best available treatment?)

▪ => inform treatment decisions, inform pricing and reimbursement decisions
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▪ We often lack data to answer our question (on comparative effects, on patients we are
treating in routine care, on endpoints that are relevant)

▪ We need more and other studies to enable a description of comparative effectiveness
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Why pragmatic trials?

▪ We need more (randomised) comparative trials

▪ We need data on comparative effects in patients we are treating in routine care

▪ (limited narrow populations not covering patients treated in routine practice are
not a consequence of randomisation but of decisions on inclusion criteria)

▪ Caveat for broad populations: in case of heterogenous populations, assessment
of effect modification by patient characteristics required

▪ We need faster and less expensive trials => randomised registry-based pragmatic
trials
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Anforderungen an ein Registergesetz

https://kce.fgov.be/sites/default/files/atoms/files/

Jonas_Oldgren_RRCT%2028Nov2017.pdf

42 Monate 6 Monate

(SWEDEHEART-Register)
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Institut für Qualität und Wirtschaftlichkeit 
im Gesundheitswesen (IQWiG)
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