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Amendment  7 

Proposal for a directive 

Recital 3 a (new) 

 

Text proposed by the Commission Amendment 

 (3a) In pharmacology, hazardous drugs 

are drugs that are known to cause harm, 

because of their genotoxicity, 

carcinogenicity, teratogenicity, 

reprotoxicity and other forms of toxicity at 

low doses
1a

. Those drugs include cytotoxic 

agents, which inhibit or prevent the rapid 

growth and division of cancer cells, and 

are primarily used to treat cancer, 

frequently as part of a chemotherapy 

regime. However, the cytotoxic drugs 

available for current use are generally 

non-selective and are therefore likely to 

damage normal (non-tumour) cells too. 

Thus, many cytotoxic drugs are known to 

be genotoxic, carcinogenetic or 

mutagenic. 

 _______________ 

 1a
 IARC monographs on the 

evaluation of carcinogenic risks to 

humans, volumes 1-121 

http://monographs.iarc.fr/ENG/Classifica

tion/index.php. 

 

Amendment  8 

Proposal for a directive 

Recital 3 b (new) 

 

Text proposed by the Commission Amendment 

 (3b) It is therefore important to protect 

workers exposed to carcinogenic or 

mutagenic substances resulting from the 

preparation, administration or disposal of 

http://monographs.iarc.fr/ENG/Classification/index.php
http://monographs.iarc.fr/ENG/Classification/index.php


hazardous drugs, including cytotoxic 

drugs, and work involving exposure to 

carcinogenic or mutagenic substances in 

the context of providing services relating 

to cleaning, transport, laundry, waste 

disposal of hazardous drugs or of 

materials contaminated by hazardous 

drugs, and personal care for patients 

treated with hazardous drugs. As a first 

step, the Commission has issued dedicated 

guidance to reduce occupational health 

and safety risks in the healthcare sector, 

including on the risks related to exposure 

to cytotoxic drugs, in a dedicated guide to 

prevention and good practices. 

 

Amendment  9 

Proposal for a directive 

Recital 3 c (new) 

 

Text proposed by the Commission Amendment 

 (3c)  As a second step, the Commission 

should, taking into account the latest 

developments in scientific knowledge, 

assess the possibility of extending the 

scope of Directive 2004/73/EC to include 

hazardous drugs, including cytotoxic 

drugs, which are carcinogenic or 

mutagenic, or to propose a more 

appropriate legal instrument, in order to 

ensure the occupational safety of workers 

handling those drugs. Accordingly, the 

Commission should present, if 

appropriate, and after consulting the 

social partners, an appropriate legislative 

proposal. In doing so, it is imperative, 

however, that, in accordance with Article 

168(1) TFEU, access to the best available 

treatments for patients should not be 

questioned or jeopardised.  

  

  

 

 



Amendment  24 

Proposal for a directive 

Article 1 – paragraph -1 b (new) 

Directive 2004/37/EC 

Article 18 b (new) 

 

Text proposed by the Commission Amendment 

 The following article is inserted after 

Article 18a: 

 “Article 18b 

 By the fourth quarter of 2019, the 

Commission shall, on the basis of 

scientific data and appropriate 

consultation, assess the possibility to 

amending the scope of this Directive7 to 

include a list of hazardous drugs, 

including cytotoxic drugs, which are 

carcinogenic or mutagenic, or to propose 

a more appropriate legal instrument in 

order to ensure occupational safety of 

workers handling such drugs. On that 

basis, the Commission shall present, if 

appropriate, and after consulting 

management and labour, a legislative 

proposal.” 

 


