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Mandatory data sharing 
 
Since the vast majority of substances that will be submitted under REACH will be phase-
in substances that have been on the market for more than 20 years, it is highly unlikely 
that no information on their hazardous effects is available in industry. It is also expected 
that a large number of these substances is manufactured or imported by several 
companies - and in different tonnages, creating a huge potential for duplicate animal 
testing. The importance of an obligation to make available and share existing data is 
confirmed by experience under the programme for the evaluation of pesticides. A 
Commission report published in 2001 reveals that for one single substance, 35 
notifications and 11 dossiers containing animal data were submitted. This example 
highlights that mandatory data sharing is necessary to prevent duplicate animal testing. 
 
The Commission consistently states that the sharing of existing animal data is mandatory 
under the proposed Regulation. But although the Explanatory Memorandum states that 
'data sharing will be obligatory' with respect to animal testing, this is not included 
anywhere in the text of the Regulation. In addition, the proposal fails to set strict 
requirements and implementation and enforcement measures that would ensure that all 
existing data are indeed shared without exception. 
 
REACH must ensure that it is not allowed under any circumstances to not make available 
and share information from animal tests. Any potential registrant that refuses to make 
available or share existing data must not be able to register their substance. 
 
Furthermore, a single early deadline must be set for the submission of data for pre-
registration, to ensure that all potential registrants of a given phase-in substance are able 
to share all existing animal data. 
 
Development of alternative test methods 
 
The promotion of non-animal testing is one of the objectives of REACH. However, the 
Commission proposal does not include a single measure or incentive for the development 



of alternative test methods. As a result, it is unlikely that the industry will make any 
substantial investments in research and development of non-animal tests once the 
Regulation has been adopted. 
 
Significantly increased resources and efforts from industry, the Commission and Member 
States are necessary to speed up the development, validation and acceptance of non-
animal test methods. 
 
Furthermore, a part of the registration fee must be allocated to the development of 
alternative test methods. 
 
Animal testing proposals 
 
Under the Commission proposal, information submitted for the registration of substances 
produced in quantities of 100 and 1,000 tonnes or more has to include testing proposals to 
fulfil the information requirements in Annexes VII and VIII. These testing proposals are 
evaluated by the competent authorities of the Member States to ensure that such animal 
testing is 'appropriate'. However, it is not required to submit testing proposals before 
performing the animal tests in Annexes V and VI. Furthermore, the authorities are not 
required to consult stakeholders and experts in the field of alternative test methods, and 
take comments into account when making a decision. Experience from the US High 
Production Volume Chemicals Programme has shown that such a procedure makes a 
significant contribution in preventing animal testing. 
 
Testing proposals involving animal tests required by Annexes V and VI must also be 
submitted for evaluation. All testing proposals involving animal tests must be open for 
commenting by stakeholders to ensure the use of all available non-animal test methods. 
Comments received must be taken into account by the competent authorities, and any 
decision must be made in consultation with experts in the field of alternative methods, in 
particular with the European Centre for the Validation of Alternative Methods 
(ECVAM). 
 
 
For further information please contact Emily McIvor, tel. + 44 79 0022 5238, 
emily.mcivor@buav.org or Marlou Heinen, tel. + 32 495 242 333, 
m.heinen@eurogroupanimalwelfare.org 
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