
 

 
Regulatory Questions & Issues 

Deliverable 1.1 
 
Introduction 
The NANoREG project is a “demand driven project”: the R&D work of this project is guided by key 
questions and issues in the area of regulatory toxicology and risk assessment of nanomaterials as for-
mulated by regulatory authorities and other stakeholders.  

NANoREG Deliverable D1.1 "Report on a Virtual Workshop to identify, formulate and prioritize is-
sues/questions" presents the result of this virtual workshop: a list of 16 questions and issues on which 
the NANoREG project will be focussed. A public version of the Deliverable is available on the 
NANoREG web-site.   
 
 
Main Results 
In the Description of work of the NANoREG project, an initial set of key issues and questions was pre-
sented on which the NANoREG project should focus. This set was based on the conclusions of Reach 
Implementation projects on Nanomaterials (RIP-oN), recommendations of the EU Scientific Committees 
and opinions of several national and international regulatory agencies. 

During the first month of the NANoREG project this initial set of questions and issues has been refined 
and extended by consultation of the REACH Competent Authorities Subgroup on Nanomaterials, the 
NANoREG National Coordinators and the internal European Commission Interservice Group on Nano-
technologies. 

The result of this process is presented in the table below. 
 

Table 1: Refined set of key questions from a regulatory perspective to be addressed in NANoREG  

No. Issue / question 

1 Measurement and characterization - Identification: How can MNMs be identified according to the EC 
recommendation for a definition of MNMs and for regulatory purposes (i.e. the implementation of the EC 
definition in e.g. REACH, CLP, cosmetics, novel food, etc.), including other jurisdictions (global harmoni-
sation)? Can we develop robust measurement protocols which enable assessment of whether a NM falls 
under, or not, the EC definition? Are there robust measurement protocols available (and for which matri-
ces) that enable identification? 

2 Measurement and characterization: Could an "intelligent characterisation strategy" be defined? What 
is a minimal set of physical (and/or chemical) characteristics that should be available for risk assessors 
within the context of regulatory toxicology? What are the relevant features to characterise MNMs, e.g. 
size, form, aspect ratio, rigidity, flexibility and coating? What methods (SOPs) should be developed / 
used to determine the physical chemical characteristics of MNMs throughout their different life cycle 
stages within the context of regulatory toxicology? 
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