Call for evidence

We are pleased to submit our response to the Call for Evidence on the targeted revision of the
EU rules on Medical Devices and in vitro diagnostics. Finnish Diabetes Association finds it
very important to ensure the safety of medical devices available on the European market. We
also feel there is a need for concern over the interpretation of MDR regarding the assessment
of low-risk health calculators intended for the self-promotion of health and well-being.
Despite several borderline manuals published recent years, the interpretation remains
ambiguous and contradictory. As a result, the classification varies among notified bodies in
different EU countries’.

As part of the EU Joint Action on Cardiovascular Diseases and Diabetes (JACARDI) we have
seen this variation of interpretation among EU countries. In JACARDI work package 8
(Screening high-risk population and individuals) there are several EU countries that build
scientifically validated, population-based risk calculators for type 2 diabetes and
cardiovascular diseases. Some of the European countries interpret these low-risk health
calculators as a medical calculator and therefore as a Medical Device whereas other
countries don’t, when the intended purpose of the calculator limits the use to consumers and
does not allow diagnostic use by professionals. This puts the residents of different EU
countries into unequal position for their possibilities to make use of the low-risk health
calculators as a motivating tool for self-assessment and independent promotion of well-
being.

The European Commission has expressed an aim to increase emphasis on health promotion
and chronic disease prevention. One of the four overarching ‘strands’ in the EU4Health work
programme for 2025 is to help the Member States to tackle the problem of ageing population
and the consequentincreasing service demand, which is largely due to preventable non-
communicable diseases, such as cardiovascular diseases and type 2 diabetes. One way to
implement this aim is to provide people with innovative open access, low-threshold,
evidence-based digital tools to increase their motivation and capability to pursue healthier
lifestyles.

Simple questionnaire-based health calculators, such as FINDRISC (type 2 diabetes risk test),
are outside the scope of the Medical Device Regulation when used on paper. However, based
on the current interpretation, the exact same calculator is considered to fall under the
Medical Device Regulation when used digitally. Now these calculators are widely spread
across Europe mostly as hon-medical devices including in digital form. If interpretation
remains strict and these web-based health calculators are classified as Medical Devices, this
prevents digitalisation and dissemination of best practises across Europe. Many providers of
non-medical health calculator are currently non-profit or research organisations, which do
not often have the capability or funding for accreditation processes.

Proposed Solutions to the MDR Interpretation Challenges:



Recognize self-assessment tools: The legislation should acknowledge basic
screening tools like health calculators intended for consumer self-reflection, health
awareness, motivation, and independent lifestyle change.

Risk-based regulation (preventive, predictive) based on the user: There should be a
clear distinction between tools depending on their intended users. The interpretation
should differ if health calculators are designed for citizens to support self-assessment
of health risks and motivate lifestyle changes, or if they are intended for healthcare
professionals to support the diagnostic purposes or to define the need for care.
Clinical relevance focus: Definitions based on prediction or prevention should apply
specifically to clinical use (e.g., decisions related to diagnosis or treatment) and
consider the severity of potential harm. The same applies to devices and calculators
that are used for symptom navigation or as symptom checker that provide a citizen
clear advice for treatment methods at home or advice when to consult a doctor.



