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Draft report (PE 353.529v02-00)
Guido Sacconi
on the proposal for a regulation of the European Parliament and of the Council on the 
Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing 
a European Chemicals Agency and amending Directive 1999/45/EC and Regulation (EC) No 
.../... on Persistent Organic Pollutants

Proposal for a regulation (COM(2003)0644 – C5-0530/2003 – 2003/0256(COD))

Text proposed by the Commission Amendments by Parliament

Amendment by Dagmar Roth-Behrendt

Amendment 1184
Article 21, paragraph 1, point b) a (new)

 (ba) phase-in substances listed in Annex 
XII a (potential) PBT- vPvB substances in 
quantities of 1 tonne or more per year per 
manufacturer or importer;

Or. en

Justification

Potential PBT or vPvB substances shall be registered by the first deadline as they are 
substances of very high concern which might require further action under REACH. 
(amendment linked to amendment tabled by the same author on new Annex XII a.)
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Amendment by Dagmar Roth-Behrendt, Jutta D. Haug

Amendment 1185
ANNEX VII, Part 6, Columns 1 & 2, paragraph 6.4.1 (a) (new)

Column 1 Column 2
6.4.1.a. In vitro cytogenicity study in 
mammalian cell

6.4.1.a. The study does not need to be 
conducted
- if adequate data from an in vivo 
cytogenicity test are available or
- the substance is known to be carcinogenic 
category 1 or 2.

Or. en

Justification

This amendment is a consequence to the amendment to Annex VI as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal. For mutagenicity ot is assured that if there is a positive result from 
an in vitro study, that it will be further investigated.  

Amendment by Dagmar Roth-Behrendt, Jutta D. Haug

Amendment 1106/rev.
ANNEX VII, Part 6, paragraph 6.4.3 (new)

6.4.3. In vitro gene mutation study in 
mammalian cells, if a negative result in 
Annex V, 6.4.1. and Annex VI, 6.4.2.

6.4.3. The study does not need to be 
conducted if adequate data from a reliable 
in vivo mammalian gene mutation test are 
available.
6.4. Appropriate in vivo mutagenicity 
studies shall be considered in case of a 
positive result in any of the mutagenicity 
studies in Annex V or VI.
If there is a positive result in any of the 
mutagenicity studies in Annex V or the 
above tests and there are no results available 
from an in vivo study, an appropriate in vivo 
mutagenicity study shall be proposed by the 
registrant.
If there is a positive result from any in vivo 
study available, further appropriate in vivo 
studies shall be proposed.

Or. en
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Justification

This amendment is a consequence to the amendment to Annex VI as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal. For mutagenicity ot is assured that if there is a positive result from 
an in vitro study, that it will be further investigated. 


