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The development of the BIORIMA Integrated Risk Management Framework 
is based on four pillars:

Human and environment exposure assessment/monitoring 
systems will be developed, toxicity test methods will be 
compared and validated, including in vitro, in vivo methods, 
to detect adverse effects from Nano-BioMaterials.

Risk assessment will be at the foundation of risk 
management tools.

It all starts from the knowledge of Nano-BioMaterials 
characteristics. BIORIMA will characterize and store a bank 
of reference, well-characterised nano-biomaterials covering 
the classes: metal/metal oxide, ceramics, organics and 
hybrids.

BIORIMA is a EU-funded project that brings together 
41 partners from 16 different countries.

BIORIMA aims to develop an Integrated Risk 
Management Framework for Nano-BioMaterials 
used in advanced medicine and medical devices.

The project will provide a ready-to-use and cost-
efficient risk management toolbox and decision 
support system, whereby validated tools and 
methods for materials, exposure, hazard and risk 
identification/assessment and management are 
integrated with a rationale for selecting and using 
them. 

Final goal is to enable industries and regulators 
to use tools for high-quality data and informed 
decision-making. This is needed to meet regulatory 
and customary requirements associated with 
new regulations and increasing focus on risk 
management.

BIORIMA will generate the following main impacts:

• Development of a comprehensive understanding of 
the properties, interaction and fate of engineered 
biomaterials in relation to human health and 
environment;

• Support to policy and decision-making concerning 
biomaterials in respect to various stakeholders: 
public authorities, industry researchers and citizens;

• Establishing validated test methods and schemes 
for the identification of potential adverse effects 
from biomaterials and contribution to the future 
definition of appropriate safety measures;

• Contribution to regulatory and standardization 
activities, such as REACH and within CEN/ISO;

• Support to good governance in biomaterials 
research following the safe, integrated and 
responsible approach as laid down in the European 
Commission “Nanosciences and Nanotechnologies: 
An action plan for Europe”.

For informed decision about the use of Nano-BioMaterials 
in medical innovations.


