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 REPORT MEETING


	Name and position:
	Stephanie Kohl (Policy & Advocacy Officer)

	Name of the project/meeting and event dates:
	The problem of hazardous drugs in the healthcare sector in Europe, Madrid’s model for the prevention of occupational exposure to hazardous drugs

	Date(s) of attendance:
	10 April 2018, 15.00 to 17.30

	Date(s) of travel:
	-

	Purpose of the meeting:
	Presentation of Madrid’s model for the prevention of occupational exposure to hazardous drugs and the discussion on hazardous drugs

	Was it upon invitation, if so from whom:
	Rhode Public Policy (RPP) and the European Biosafety Network (EBN)

	Present at the meeting (name people):
	Speakers:
Ian Lindsley (EBN), Mr. Siôn Simon, Member of the European Parliament, Mr. Laurent Vogel, Senior Researcher Health and Safety, Working Conditions, European Trade Union Institute (ETUI), Mr. Paul Sessink, Exposure Control Sweden, Ms. Georgina Angusto Zambrano (Spanish nurse that sufferend from cancer due to exposure to hazardous drugs), Ms. Ana Cristina Salas Velasco (labour law expert that supported Ms Zambrano in her fight to get compensation from her hospital), Mr. César Pascual, General Director of Health Care Coordination, Madrid Regional Government of Madrid, Ms. Charlotte Grevfors-Ernoult, Head of Unit 3. Health and Safety, Dir B — Employment, DG EMPL, European Commission

Attendees:
4 representatives of RPP, Spanish nurses, Spanish trade union representatives, representatives of BD, representatives of the European Agency for Safety and Health at Work (EU-OSHA), a representative of the Bulgarian Drug Agency, a Dutch hospital pharmacist attending on behalf of NVZA, a Polish hospital pharmacists attending on behalf of ESOP, Richard Price (ECCO), Patrick Jongeleen (ECCO/EPSA),Melina Raso (Health First Europe)

	Outcome of the meeting:
	Introduction by Siôn Simon (MEP)
Mr Simon highlighted that the area of hazardous drugs is important and underexplored. Work related cancer is the main cause of work related death. Action needs to be taken on EU level. 

Ian Lindsley (EBN)
Mr Lindsley gave a short introduction to EBN which was set up by the Spanish nursing association and a British public service union. Handling of hazardous drugs by nurses and HPs is a major concern to EBN. EBN has set up an observatory which will produce results by the end of 2018. In addition, EBN is advocating on the inclusion of hazardous drugs in the Carcinogen and Mutagen Directive and an update of the Commission’s guidelines. The legislative action in Madrid is welcomed.

Laurent Vogel (ETUI)
Mr Vogel spoke about the need for the inclusion of hazardous drugs in the Carcinogen and Mutagen Directive due to the exposure of large number of workers. In addition, he stressed the need for gender equality since certain substances that are currently included in the Directive only concern the exposure of men. The high concentration of women in the healthcare workforce mandates an inclusion of substances to which women are exposed. The full process should be taken into account – i.e. not only healthcare workers should be covered but also cleaning personal. Mr Lindsley intervened and added that the current focus of measures lies on the preparation. Administration is also important wherefore more should be done for nurses.

Paul Sessink (Exposure Control Sweden)
Mr Sessink highlighted that occupational exposure to hazardous drugs needs to be regulated on EU level due to the diverging approaches by the different countries and hospitals. Ventilation, closed rooms and personal protection equipment is not as effective as closed system transfer devices. Survey activities in Sweden and in Hungary showed that closed system transfer devices should be used due to the decrease of exposure to hazardous drugs. In addition, he mentioned a pilot study on antibiotic exposure for which closed system transfer devices were also identified as the solution due to the growing resistance of nurses that administered the antibiotics.

César Pascual (General Director of Health Care Coordination, Regional Government of Madrid)
Mr Pascual gave an introduction to the approach of Madrid. First the situation was analysed which showed the diversity in the use of closed system transfer devices. On the basis of this analysis three working areas were identified ((1) working procedures; (2) the identification of hazardous drugs; (3) training of healthcare workers). A guideline was drafted and a database was developed which indicates the measures that have to be taken for the preparation/ administration of the hazardous drugs. Mandatory implementation deadlines were set to check if the recommendations are followed in Madrid. A hazardous drug committee is accompanying the implementation process and is proposing actions to ensure safety. The group is composed out of a multidisciplinary team. A training programme has been developed and is being implemented.

Ms. Georgina Angusto Zambrano (Spanish nurse)
Ms Zambrano gave a talk about her on personal situation. Due to the exposure to hazardous drugs during her work she was diagnosed with cancer in 1999. It was difficult for her to proof the causation between her getting cancer (and subsequently other illness) and her work as a nurse administering hazardous drugs. During her investigation she found out that her hospital had not adhered to the guidelines that were in place in Barcelona in the 1980s/1990s.

Ms. Ana Cristina Salas Velasco (labour law expert)
Ms Velasco shed some light on the difficulties Ms Zambrano had to make her case. She recommended better protection of healthcare workers like Ms Zambrano to ensure that others don’t need to go through the same (i.e. getting sick, losing a job and having to invest heavily in legal actions to obtain justice).
Charlotte Grevfors-Ernoult (European Commission)
Ms Grevfors-Ernoult ensured participants that occupational health is high on the Commission’s agenda. The Framework Directive on safety and health at work addresses this issue. Other types of legislation such as the Chemical Agents Directive and the Carcinogen and Mutagen Directive lay down specific rules for specific substances. The Commission will assess if the Carcinogen and Mutagen Directive is the appropriate place to mention hazardous drugs. Guidelines might be better since they can be updated much easier than a Directive in case of changes. Cancer is one effect of hazardous drugs, but there are also other which need to be considered. 

Q&A
The following questions were asked to the Commission:
· Will the Commission assess the level of implementation of the Carcinogen and Mutagen Directive?
· How will patients be covered, especially those that administer hazardous drugs at home?
· What is the timeline for the next revision of the Carcinogen and Mutagen Directive

The following remarks were made:
· There is no scientific evidence/ studies that proves that spikes are less efficient than closed system transfer devices. Legislative measures on EU level should allow countries to choose the best appropriate action. Close system transfer devices should not be made mandatory.
· More research on the level of contamination in hospital is needed. The focus should be put on the correct preparation and administration procedures as well as on the training of healthcare professionals. Close system transfer devices should not be made mandatory.
· Guidelines are weak. A clear law on EU level about hazardous drugs is needed.
· The Commission should focus on health surveillance on member state level.

Ms Grevfors-Ernoult provided the participants which a quick explanation on how the Commission checks implementation by member states. The laws are all in place on national level. The Commission cannot check application. The Commission listens to all stakeholders including patients. The Commission does not have a position on the benefit of closed system transfer devices over spikes. The Commission will work in as much as possible on the next revision of the Carcinogen and Mutagen Directive. All subsequent revisions will be a task for the new Commission.


	Impact for EAHP (if any):
	We need to follow the debate on close system transfer devices vs spikes.

	Follow up needed?
	[bookmark: _GoBack]EBN is still keen to work with us and ECCO/ESOP on hazardous drugs.
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