
Wondering if the assay you use during your clinical trial

is subject to IVD legislation ?

All assays with a medical purpose within the clinical trial are considered an in vitro diagnostic medical device (IVD) 
and subject to the legislation, also known as IVDR. The processes responding to these criteria are highlighted 

in the two-arms blinded clinical trial schema below as an example.

Selection

Patient selection 
for enrollment in 

or exclusion from trial.

Data analysis

Endpoints for data 
analysis of the outcomes 

of an intervention.

Allocation

Allocation of patients 
to different treatments.

Stratification

Patient stratification 
for randomizing to ensure 

equal distribution 
of chosen variables 

between treatment arms.

Standard of care + IMP

Standard of care + placebo

Monitoring
Patient monitoring for safety 

and efficacy of treatment.

Establishing your patient selection strategy? Developing a companion diagnostics (CDx)?

Our team of experts can help you identify and assemble required quality and regulatory deliverables.
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Exploratory assays for which correlation with clinical parameters is investigated retrospectively without having 

an impact on patients’ treatment are not subject to IVDR.

Assays performed for these processes 
are used for medical management 
decisions of trial subjects – likely 
considered IVDs

Assays performed for these processes 
are likely not impacting the medical 
management of trial subjects – not 
considered IVDs

IMP: Investigational 
medicinal product


