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Are endocrine disruptors within REACH?

REACH R l ti (EC) N 1907/2006 f 18 REACH – Regulation (EC) No 1907/2006 of 18 
December 2006

All substances including endocrine disruptors are subject 
to registration under REACH when they are to registration under REACH when they are 
manufactured or imported into the EU in amounts of 
or above 1 tonnes per year 

(However the normal test programme does not include 
specific test for endocrine disrupting properties)

Substances with endocrine disrupting properties are 
bj t t  th  th i ti  d  d  REACH subject to the authorisation procedure under REACH 

(if they are included in Annex XIV)



Are endocrine disruptors within REACH?

Which substances are subject to authorisation?
Substances of Very High Concern, SVHC y g ,
listed in Annex XIV

SVHC:SVHC:
Substances classified as C, M or R (category 1 or 2),
PBT, vPvB substances, and substances having endocrine 
disrupting properties or those having PBT  vPvBdisrupting properties – or those having PBT, vPvB
properties without fulfilling the criteria for PBT, vPvB - for 
which there is scientific evidence of probable serious 
ff t  t  h  h lth  th  i t hi h i  effects to human health or the environment which give 

rise to an equivalent level of concern to those of CMR, 
PBT or vPvB substances and which are identified on a 
case-by-case basis

Thus, clear guidance exist for CMR and PBT substances, while
endocrine disrupters are identified on a case-by-case basis



Are endocrine disruptors within REACH?

A di  t  th  d  d ib d i  A ti l  

What is the procedure for inclusion in Annex XIV?

According to the procedures described in Article 
58 and Article 59 in REACH:

1. Substances of very high concern, SVHC will 
be identified by the competent authority or y p y
ECHA as SVHC in an Annex XV dossier 
proposing the substance as SVHC.

2. After evaluation the substance will be 
included in the Candidate list to Annex XIVincluded in the Candidate list to Annex XIV.

3. Substances will be prioritised and included in 
Annex XIV of REACH



Which substances are given priority for inclusion 
into Annex XIV?

According to article 58 Inclusion of substances in 
Annex XIV:

– Prior to a decision to include substances in 
Annex XIV, the Agency shall recommend 
priority substances to be includedpriority substances to be included

– Priority shall normally be given to substances 
ith  with: 
(a) PBT or vPvB properties; or 
(b) wide dispersive use; or(b) wide dispersive use; or
(c) high volumes





Are endocrine disruptors within REACH?

Substances with endocrine disrupting properties 
are considered as SVHC in case scientific evidence  
indicate that they are of equivalent concern i.e. 
having the same levels of concern as substances 
identified as C  M  R category 1 or 2  PBT or vPvBidentified as C, M, R category 1 or 2, PBT or vPvB
substance.

However
No internationally agreed methodologies or criteria available for 

d d ( d f )endocrine disrupting properties (ECHA Guidance for SVHC)

Priority of inclusion of EDC substances in Annex XIV be given to 
substances with a wide dispersive use or are manufactured or
imported in high volumes

Decision for inclusion in Annex XIV will be based on available 
information and a weight of evidence approach will be used



Weight of evidence – EU priority list??

In 1996  the European Commission implemented a policy as to the In 1996, the European Commission implemented a policy as to the 
use and regulation of suspected endocrine disturbing substances, 
and, in December 1999, it adopted a Community Strategy for 

dEndocrine Disrupters. 

The strategy contains actions on short-  medium- and long-term The strategy contains actions on short , medium and long term 
time scales. 

• Short-term actions include gathering of scientific data and 
id ifi i  f b  f  f h  l i  identification of substances for further evaluation 

• Medium-term actions focus on testing issues 
• Long-term actions include review and possible adaptation of Long term actions include review and possible adaptation of 

policy and legislation e.g. implementation in REACH?

Thus a key short-term action is the establishment of a priority list 
of substances for further evaluation of their role in endocrine 
disruption p



EU priority list

http://ec europa eu/environment/endocrine/strategy/substances ehttp://ec.europa.eu/environment/endocrine/strategy/substances_e
n.htm



Historical evaluation process of the candidate substances 

 
Table 2.1 Overview of candidate list substances 

Selection criteria Number of 
substances

Number of 
substances

CAT 1 
substancessubstances substances substances

Original candidate list of substances with ED 
effects  565 565  

Excluded at the ED expert meeting of 1999 12
Candidate list of substances with ED effects, 553 5532000 553 553

HPV already restricted or banned (109) + WRc 
evaluation (9) 118   

Remaining substances  435 435  
HPV and/or persistent and/or high exposure 
(evaluation by RPS BKH 2002) 204  93 

Group names (not to be evaluated) 13
Mixtures or polymers (not to be evaluated) 41
Substances twice in list (not to be evaluated) 4Substances twice in list (not to be evaluated) 4
Remaining substances on the candidate list to be 
evaluated in the DHI 2006 project 173 173  

New substances identified by stakeholders 22
Total number of substances to be evaluated inTotal number of substances to be evaluated in 
the DHI 2006 project 195 195

Not in ESIS database (excluded from the evaluation) 73
No CAS No (excluded from the evaluation) 15   
Final number of substances evaluated in the DHI 107 107 342006 project 107 107 34

Total number of priority substances (Category 1)   194 
 



Update of database and list

The ranked priority list contains the following information on all The ranked priority list contains the following information on all 
substances: 

• CAS No. and substance name 
• Endocrine Disrupter category (1, 2, 3a or 3b). 
• Indication of High Production Volume or Low Production Volume 

substancesubstance
• If the substance is assigned a R53 phrase

Table 5.10 Distribution of CAT 1, 2 and 3 substances now included in the database 

Total number of substances evaluated 575
CAT 1 At least one study providing evidence for endocrine 194CAT 1 At least one study providing evidence for endocrine 

disruption in an intact organism 
194

CAT 2 Potential for endocrine disruption. In-vitro data 
indicating potential for endocrine disruption in intact 
organisms

125 

organisms.
CAT 3 No scientific basis for inclusion in list or no data 109 
Not evaluated Mixture, no CAS, group name etc. 147 

 



The evaluation process

The categorisation of the substances was performed according to The categorisation of the substances was performed according to 
the following evaluation criteria:

CAT 1
At least one in-vivo study providing clear evidence for endocrine 

disruption in an intact organismdisruption in an intact organism.
CAT 2
Potential for endocrine disruption. In-vitro data indicating potential ote t a o e doc e d s upt o t o data d cat g pote t a

for endocrine disruption in intact organisms. Also includes effects 
in-vivo that may, or may not, be ED-mediated.

CAT 3aCAT 3a
No scientific basis for inclusion in list (ED studies available but no 

indications of ED effects)
CAT 3b
Substances with no or insufficient data gathered



EDS database



Categorisation



EDS database





EDS database





EU priority list status 2009

The compilation of the priority list was based on a screening of The compilation of the priority list was based on a screening of 
available literature and is to be regarded as a starting point for 
further in-depth evaluation of the substances placed on the 

l h h h b l d hpriority list with highest priority given to substances placed in the 
Category 1 group (clear evidence for endocrine disrupting effects 
in an intact organism)

The evaluations are NOT considered comprehensive risk 
assessments assessments 

In the future in-depth evaluations, a methodology needs to be p , gy
developed to make the list iterative, i.e. that a substance can 
enter or be deleted from the list on the basis of an agreed 
approachapproach

Thus at the moment with the available information there is not 
sufficient evidence for including CAT 1 substances on the 
candidate list to Annex XIV


