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As part of the European Commission’s 
SVHC Roadmap to 2020, the risk 
management option analysis (RMOA) was 
introduced as a step in the decision-
making process for authorities.

Associated with it, is the public activities 
coordination tool (PACT), published by 
Echa. This lists the substances for which a 
RMOA or an informal hazard assessment 
for persistent, bioaccumulative and toxic/
very persistent and very bioaccumulative 
(PBT/vPvB) or endocrine disruptor 
properties is under development or has 
been completed since February 2013, when 
the the SVHC Roadmap was launched. 

An RMOA is a case-by-case analysis, 
conducted by the authorities (member 
states or Echa if requested by the European 
Commission), to:
 » conclude if a substance should be 

 » if additional regulatory instrument(s) 
should be proposed, to manage the risks 
from its use to human health or the 
environment, as well as which instruments 
to use.

The substances in scope are:
 » carcinogenic, mutagenic or toxic for 

 »
 »
 »

 » other human health related toxic effect/

 »
 » other environmental toxicity.

The main conclusions that will be drawn are 
one, or multiple choices, of the following:
 »

candidate list, before being prioritised for 

 »
 »
 »

 »
 » no need for follow-up regulatory action 

at EU level.

According to the PACT list, 325 RMOAs 
have been registered since September 2014 
by various authorities, and 146 have been 

The most active authorities seem to be 

France (54), followed by the Netherlands 
(30) and Echa (18). 

the conclusion that regulatory risk 

Forty-seven per cent of the initiated 
regulatory actions were SVHC 

regulations. 

How to manage the outcomes of RMOAs and Echa’s PACT list
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From a company point of view, there is an 
urgent need to actively manage regulatory 
risks. This is because any of the actions 
being decided can mean considerable 
investment to improve current opera-

as dramatic market reactions. Therefore a 
strategy-level analysis and action plan is 
recommended to determine the potential 
risk management options that the authori-
ties may apply and how to act accordingly. 
This exercise can be described in roughly 
four steps:

1. monitoring
2. analysing
3. intervening
4. strategic planning

The PACT list is the main one to be 

substances the authorities are working 
on, and whether there may be impact on 
the business. Knowing which authority 
is working on what is also important for 
potential intervention activities. 

Companies can put themselves in the 
authorities’ shoes and make the RMOA 
themselves. But it is important to 
understand that those for potential SVHCs 
normally look at the full range of uses for a 
given substance. For individual companies 
or sector trade associations, it may be 

the main data source for the authorities, 
namely the registration information, is 
largely available to the general public 
through Echa’s dissemination tool as well. 
In addition, companies need to know the 
decision criteria and related timelines.

The goal of the analysing step is to make a 
realistic prediction of the RMOA outcome 
and the associated timetable. This will 
contribute to the intervention and the 
strategic planning steps. 

The idea of intervention is to provide the 
right information to the right party at the 
right time. There are some things 
companies can do:

Keep the registration dossier up to date and 
accurate

the most current understanding, is 
particularly important for information that 
is used as selection criteria. For example, 
information on hazardous properties that 

endocrine disruptor, as well as information 
on the uses and volumes. It is also 
important, under REACH, to coordinate 
this work with the substance information 
exchange forum (Sief), because every 
registrant needs to update the information 
in order for the change to be taken into 
consideration. 

Participate in the public consultations with the 
most useful information

route to provide the decision makers with 
information that is not available in the 
registration dossier. The information 
concerning the use conditions, volumes, 
alternatives, as well as the socio-economic 
effects can help authorities to make the 
most proportionate regulatory decisions. 

In addition to individual companies’ 
activities, the trade associations often play 
an important role in lobbying for a more 
appropriate regulatory option. For 
example, a use already regulated by 

health or the environment may give 
grounds to claim an exemption from the 
authorisation list (Annex XIV), based on 
REACH Article 58(2). 

In addition to the intervention activities, 
companies should develop a regulatory 
roadmap as part of their strategic 
planning. This may address key issues 
such as: 
 » processes to be designed or optimised 

on the substance and use information 

 » mitigation of regulatory risks along the 

 »
 »
 »
 » effective public communication. 

The road forward
Since February 2013, more than 300 
RMOAs have been initiated and over 100 
have reached a conclusion. Industry has 
mostly welcomed this step as an 

pathway, at an early stage. The main 
concern has been the lack of a harmonised 
approach, for example, in how data is 
collected from the public and in criteria set 
by the various authorities. 

Increasing disatisfaction with the 
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authorisation process, especially from the 
downstream user sectors, has also put more 
pressure on the outcome of an RMOA. 

complexity of the authorisation process, 
the downstream user sectors have argued 
that there is a considerable mismatch 
between the timeline for REACH 
authorisation (sunset dates) and the 
feasible substitution of chemicals. This, 
they say, is due to the lack of suitable 

substitution environment. 

Interestingly, two recent RMOA outcomes 

case of 1,2-dibromoethane. Echa considered 

substance for the candidate list. However, 
the Commission intervened, citing the lack 
of feasible alternatives as the main reason to 

reportedly argued against authorisation, due 
to the lack of alternatives, the high formal 

worker protection was unclear. Although 
these cases are encouraging to industry, 
more systematic approaches, such as the 

widely promoted Cross-Industry Initiative 
for better chemical regulation (CII) or the 
Eurometaux RMOA framework, haven’t 
been adopted by the authorities so far. 

In an ideal world, considerations on the 
suitability of alternatives and socio-
economic factors should be addressed in 

the authorisation process. Authorisation as 
a new regulatory process still needs 
considerable streamlining to reach the 
level of predictability with reasonable cost 
burden that can be comprehended by the 
industry. The authorities are encouraged to 
continue their effort to streamline and 

simplify this process. This will also make 
the harmonisation of the RMOA approach 
and criteria easier and reduces the burden 
on authorities.

The views expressed in contributed articles are 
those of the expert authors and are not 
necessarily shared by Chemical Watch.

Authorisation as a new 
regulatory process still 
needs considerable 
streamlining to reach the 
level of predictability with 
reasonable cost burden 
that can be comprehended 
by the industry

Inclusion in the PACT means that a 
member state or Echa is examining the 
substance, it does not mean it has the 
suspected properties or that there is need 
for regulatory risk management actions. 
The purpose of the hazard assessment is 
to explore a potential PBT/vPvB or 
endocrine disruptor concerns.

According to Echa, frequently, the 
outcome of such an informal assessment 
is that the substance is considered not to 
have the hazard properties investigated 
based on the available information. 
Similarly, an RMOA aims to clarify 
whether regulatory risk management is 
necessary and if it is, which measures 
would be most appropriate.

PACT


