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The European Union’s harmonised poison centre 
notification (PCN) has been on the cards ever since  
March 2017, when a new Annex VIII was added to the  
EU’s CLP Regulation.

The annex was added by Regulation (EU) 2017/542, 
and while it may seem like there has been ample time 
to prepare, the final and conclusive versions of format 
specifications, guidance documents, IT tools and test 
systems, only became available at a rather late point in 
time. As a consequence, dealing with harmonised PCN has 
proved a somewhat rocky road for many companies.

This lateness contributed to a situation where many 
suppliers of regulatory software, such as environment 
health and safety (EHS) systems and electronic authoring 
systems for safety data sheets (SDS), were also quite 
late with implementing new functionality into their 
products. This was still the case on 1 January, when 
the requirements for professional use products became 
effective, together with those for consumer products. 
For the latter category, the deadline had been already 
postponed by a year. 

Even though considerable efforts were made by all parties 
involved in the period leading up to January, uncertainties 
in the practical interpretation of the new legal requirements 
made early preparations even more challenging than they 
should have been. Echa’s PCN guidance document was 
first published in February 2019, just ten months before the 
first intended deadline. The agency’s most recent version, 
4.0, was published in March this year, three months after 
the deadline. It contains a number of clarifications and 
adaptions that reflect the changes to Annex VIII that 
came into effect on 14 November 2020 – introduced by 
Commission Delegated Regulations (EU) 2020/1676 and 
2020/1677. 

These changes include the introduction of an 
“interchangeable component group” concept, where some 
components may be notified as a group under certain 
conditions. It also lists some standard formulas for fuels 
and cements that may be used in PCN submissions, if 
applicable. Furthermore, it clarifies that “bespoke paints” 
– those that are mixed at the point of sale according 
to the customer’s individual wishes – do not require 
notification for every individual composition. Only the base 
components have to be notified.

While these changes undoubtedly mean simplifications 
have been made for the paint, cement and oil industries, 
the conditions for use of the interchangeable component 
groups are so closely defined that we have not yet seen 
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much practical application in our own clients’ businesses 
so far. 

Preparedness on different sides
For chemical companies, the most obvious challenge has 
been to get their own EHS or authoring systems ready and 
operational for creating and submitting PCN dossiers.
While implementing functionality in one’s own system, or 
investing in a new PCN-ready system, appears to be the 
main issue, in practice this does not have to be the most 
time consuming element. In nearly all cases, companies 
have had to thoroughly analyse their own portfolios, finding 
and addressing relevant data gaps. Most commonly these 
were associated with:
• packaging;
• pH value; and
• composition. 

Packaging types and sizes that are required in the 
new PCN format are usually maintained in material 
management systems. Often, these are separate from the 
EHS or authoring system, so that interface programming is 
needed to connect both parts.

In the past, exact pH values of mixtures have sometimes 
not received great attention in EHS data maintenance. 
Entries such as “not available”, “not determined”, “not 
relevant” or very large pH ranges did not usually hinder 
the creation or use of an SDS. However, these same 
database entries now prevent a PCN submission. Only a 
precise value or a narrow range, including measurement 
concentration, or a few defined phrases are allowed. 
Otherwise Echa’s validation rules will reject a PCN dossier 
at the agency submission stage with an “error” message.

Mixture-in-mixture, UFI and supplier SDS
The harmonised PCN format requires the full composition 
of a mixture to be given on substance level, including any 
non-hazardous components greater than or equal to 1%.

Many formulators have come to realise that they may not 
possess this information, for example when they are using 
a raw material that is a non-hazardous mixture in their 
own product composition. A mixture-in-mixture” (MiM) 
declaration of such a component using a unique formula 
identifier (UFI) from the supplier is often not possible. No 
PCN is required for non-hazardous mixtures. Therefore 
most suppliers have not notified them voluntarily, meaning 
that usually a UFI for a MiM declaration does not exist 
that can be used in any subsequent PCN. A formulator’s 
last resort is to use the supplier’s SDS information and 
contact information for the MiM declaration. This is only 
possible, however, when an SDS is issued by a legal entity 
located in the European Economic Area. An EEA-based 

formulator that buys a non-hazardous mixture as a raw 
material for its own hazardous mixture, will typically just 
receive a non-EEA SDS issued by a non-EEA legal entity 
from their supplier, which they cannot use directly for MiM 
declaration in their own PCN. So they will have to find a 
workaround, for example “voluntarily” creating a REACH 
SDS of the non-hazardous raw material with their own 
company information to only be used internally for the MiM 
declaration in their own PCN.

Even a UFI may not solve all your issues
In the context of REACH, many people still carry a notion 
that all is well once the supplier communicates a REACH 
registration number for their respective substance. In 
contrast to this, a UFI that your supplier gives you for 
a mixture may not be the end to all of your potential 
issues. Market placement is very important in this 
context. If your own PCN includes one or more market 
placement countries that your supplier did not include 
in their mixture’s PCN, you may not use this UFI for a 
MiM declaration in a notification for those countries. And 
unless this was clarified with the supplier beforehand, your 
own submission can be rejected at upload. But even if all 
market placements are covered, your notification could still 
be rejected, for example because the supplier’s notification 
only included industrial use when your own product’s PCN 
also aims at professional or consumer use.

Farewell, simple group SDS …
Some products may be so similar that their SDSs do not 
show any differences. In the past it has been common 
practice to create just one group SDS, to be used for all of 
these products, reducing the amount of work for master 
data and SDS maintenance. And while SDSs are quite 
flexible in this regard and easily allow such grouping of 
products – especially if the concentration ranges are well 
chosen in Section 3 – the harmonised PCN format is 
more strictly determined. Every component concentration 
change beyond the very narrowly defined ranges requires 
a separate PCN with a different UFI. Adding, removing 
or replacing a single, even non-hazardous component 
requires a new PCN submission. In practice, the vast 
majority of notifications are created and submitted 
(semi-) automatically from master data sets in an EHS 
or authoring system. Therefore, most efforts to group 
similar, but not quasi-identical products, for creation of 
a single group SDS will probably increase not reduce the 
maintenance work 

Timelines, uncertainties and transition periods
Considering the many complications and uncertainties 
that were to be expected in the context of the PCN 
harmonisation, many companies wanted to make as much 
use as possible of the transition period to buy some time 
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until up to 2025, when all hazardous mixtures will require 
notification in the new, harmonised format. Where the 
old, national PCN seemed quicker, cheaper or more easily 
realised, for example on behalf of customers in other EEA 
member states, this made sense for many companies. 

Additionally, even shortly before November 2020 deadline, 
only seven member states’ appointed bodies were ready  
to receive PCNs in the new, harmonised format through  
the Echa submission portal. This quickly changed in the 
first half of 2021, so that by July only six member states 
were not ready. In the same timeframe, the number of 
member states that have still not communicated their 
intentions on possible fees for PCNs dropped from seven 
to two – Liechtenstein and Luxembourg. In general, it 
should be pointed out that where there are differing 
interpretations between member states and Echa, the final 
decision in PCN matters usually lies with a member state’s 
appointed bodies.

Consequences with respect to enforcement
The harmonised PCN format, together with the most 
widely used way of submission via the central Echa 
submission portal website, has created a very large, 
central, well-structured and machine-readable database of 
product safety and composition information. It can be used 
to very quickly and efficiently find, supply and compare 
information associated with emergency health response, 
which is its declared purpose.

There is general agreement about the usefulness of the 
collected information for emergency health response in 
poison centres. However, other voices warn that more 
information is being collected than is realistically used by 
the poison centres; and that the additionally required  
effort is not proportionate to the gain for emergency  
health response.

In any case, direct consequences may be expected for the 
way that enforcement is handled in the future. It begins 
with the already implemented and very sophisticated 
set of automated validation checks at PCN submission 
upload, with its strict data formatting rules, consistency 
checks between fields and automatic cross checks of 
MiM UFIs for market placement and use, but the technical 
possibilities do not end here. Indeed, we begin to observe 
update requests by national appointed bodies for earlier 
notifications, many of which seem to have been identified 
by filtering and analysing the submitted information. While 
this approach is not new for the appointed bodies of some 
member states, others may also discover it as a quick 
and easy way for their enforcement. Altogether, therefore, 
we expect an increase in authority requests for the future, 
rather than a decrease.

The views expressed in this article are those of the authors 
and are not necessarily shared by Chemical Watch.
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