Follow up to the European Parliament non-legislative resolution on 
a strategic approach to pharmaceuticals in the environment
1. Resolution tabled pursuant to Rule 136 (5) of the European Parliament's Rules of procedure
2. Reference numbers: 2019/2816 (RSP) / B9-0242/2020 / P9_TA-PROV(2020)0226
3. Date of adoption of the resolution: 17 September 2020
4. Competent Parliamentary Committee: Committee on Environment, Public Health and Food Safety (ENVI)
5. Brief analysis/assessment of the resolution and requests made in it:
In its resolution, the European Parliament acknowledged the importance of understanding and counter-acting the risks pharmaceutical residues pose to and via the environment, and that the sources lie along the whole lifecycle of pharmaceuticals. It also welcomes the March 2019 Communication on a European Union Strategic Approach to Pharmaceuticals in the Environment (PiE)[footnoteRef:1] and the actions proposed therein. [1:  	COM(2019)128final - European Union Strategic Approach to Pharmaceuticals in the Environment] 

The European Parliament addresses each of the six action areas of the Strategic Approach to PiE. For each, it either highlights the importance of effectively implementing/ strengthening actions already included in the Strategic Approach to PiE, or calls for additional actions to be followed‑up by either the Commission, Member States or stakeholders. Furthermore, the resolution includes some general considerations and stresses the need to increase transparency in the supply chain of pharmaceuticals.
6. Response to the requests and overview of the action taken, or intended to be taken, by the Commission:
Preventing pollution of all kind, including contaminants of emerging concerns such as pharmaceuticals, is the very aim of the Zero Pollution ambition for a toxic‑free environment. The Zero Pollution Action Plan for air, water, and soil will, notably, explore the establishment of an integrated monitoring and outlook framework, looking at key pollutants and their trends in the environment. Also the newly adopted Chemicals Strategy for Sustainability and the upcoming Pharmaceuticals Strategy include several actions concerning i.a. sustainable manufacturing, awareness raising and pollution abatement.
An overview of progress on the implementation of the Strategic Approach to PiE is being finalised, with a view to being published before the year-end. This stock‑taking analysis will reflect on what has been achieved so far and on possible further follow up measures. In designing and prioritising those, the European Parliament resolution will be duly taken into account.
In particular, the European Parliament, in its resolution, requests the Commission to consider the following points. The Commission reply to these points is added each time in italics.
· Consider the use of extended producer responsibility to decrease the negative impacts of pharmaceuticals on the environment;
A study on extended producer responsibility, including in the pharmaceuticals sector, is planned as part of the impact assessment on the potential revision of the Urban Waste Water Treatment Directive (UWWTD).
· Integrate concrete measures taking into account the cumulative effects of pharmaceutical products’ contamination on aquatic and marine species;
The Working Group on Chemicals under the Common Implementation Strategy for the Water Framework Directive is discussing a way forward for measuring and tackling the harmful impacts of chemical mixtures. The Commission will further consider the issue in its forthcoming impact assessment of policy options for tackling surface and groundwater pollutants, with a view to moving towards a more holistic approach in its follow-up to the Fitness Check of the water legislation, as indicated in the Action Plan under the Chemicals Strategy; a legislative proposal is planned for 2022.
· Consider the impact of pharmaceuticals in the context of the Zero-Pollution Action Plan for air, water and soil announced by the Commission for 2021;
Better preventing and reducing harmful impacts of the release of pharmaceuticals in the environment will be among the key goals of the Zero Pollution Action Plan, scheduled for adoption in 2021.
The upcoming EU Strategy on pharmaceuticals will also include the environmental challenges and will propose an approach on how to address the issue of pharmaceuticals in the environment.
· Facilitate the exchange of existing best practices among Member States and stakeholders with a view to reducing the environmental impacts of the manufacture, use and disposal of pharmaceuticals;
The ad-hoc working group focused on PiE under the Pharmaceutical Committee for human medicines as well as the Working Group Chemicals under the Common Implementation Strategy of the Water Framework Directive are working on these matters, in their respective fields of expertise. The Commission will consider adopting recommendations and/ or guidelines, also for healthcare professionals, on the prudent use of pharmaceuticals or on reducing pharmaceutical waste.
· Promote training for healthcare professionals, including veterinarians, physicians and pharmacists, and awareness‑raising campaigns for patients, on the prudent use of pharmaceuticals, such as antimicrobials, antidepressants and contrast fluids; calls for on-pack labelling in the form of an appropriate pictogram to inform consumers how to properly dispose of unused medicines;
The forthcoming EU Strategy on Pharmaceuticals looks at the important challenge of antimicrobial resistance, including by promoting the prudent use and strengthening communication with healthcare professionals and the public to raise their awareness and thereby contribute to reducing the risks to human health and the environment.
The ad-hoc working group focused on PiE under the Pharmaceutical Committee for human medicines will provide recommendations and exchange of best practices to
· promote the development of guidelines for healthcare professionals on the prudent use of pharmaceuticals posing a risk to or via the environment;
· include the environmental aspects into the medical training and professional development programmes;
· explore the possibility of reducing waste by optimising the pack size of pharmaceuticals so that medicines can be dispensed in quantities better matching the patient’s needs and by safely extending use-by (expiry) dates so that fewer medicines that are still usable have to be thrown away;
· facilitate the exchange of best practices among healthcare professionals on the environmentally safe disposal of medicinal products and clinical waste and the collection of pharmaceuticals residues as appropriate;
· assess the implementation of the collection schemes for unused pharmaceuticals and consider how their availability and functioning could be improved, and how to increase public awareness of the importance of using them.
· Promote vaccination as a disease prevention measure, so as to minimise the need for pharmaceuticals;
Vaccination is an important preventive measure. The need for effective and safe vaccines is a key topic in the context of the ongoing COVID‑19 pandemic.
· Support research, development and innovation in the field of pharmaceuticals that are equally effective for patients and intrinsically less harmful for the environment, given that ‘greener pharmaceuticals’ are not toxic for the environment, do not bioaccumulate, and degrade more readily, into harmless substances, in wastewater treatment plants and the environment, while taking into account that greater biodegradability could potentially impair the efficacy;
[bookmark: _Ref52540565]Sustainability is being incorporated into the corporate governance framework under the European Green Deal and the Recovery and Resilience Facility. The recently adopted Chemicals Strategy for Sustainability sets the framework for generating an overall shift towards chemicals, including pharmaceuticals, which are safe and sustainable by design and create the lowest possible impact on the environment. EU funding under Horizon Europe[footnoteRef:2] will also aim to support the development of greener pharmaceuticals. The evaluation of the Urban Waste Water Treatment Directive identified, among others, pharmaceuticals as an important area to be tackled in the context of the on-going revision. [2:  	Horizon Europe - the next research and innovation framework programme] 

· Take into account, where appropriate, ongoing efforts by stakeholders to develop future initiatives to reduce environmental risks, and to promote environmentally responsible practices and appropriate use and return of pharmaceuticals;
Dialogue is on-going with relevant stakeholders to map the on-going efforts and design partnerships between industry and civil society representatives aimed at promoting environmentally responsible practices[footnoteRef:3]. [3:  	Any partnerships should be designed in compliance with EU legislation and policies, including competition rules] 

· Use monitoring data from the Water Framework Directive for post‑market evaluation;
In the on-going review of the Priority Substances List under the Water Framework Directive, the inclusion of certain pharmaceuticals identified to pose a risk is again being considered. Data from the monitoring of pharmaceuticals in the surface and groundwater watch lists or of those identified by Member States as river basin specific pollutants could already contribute to post‑market evaluation.
The Chemicals Strategy for Sustainability includes actions on data collection and sharing, e.g. to develop a common open data platform on chemicals and provide financial support for EU‑wide monitoring capacities. The forthcoming Zero Pollution Action Plan will also set up an integrated Monitoring and Outlook framework on pollution prevention and control, focused on key pollutants.
· Ensure that the discharge of pharmaceuticals into water is considered as a possible Key Environmental Issue when reviewing Best Available Techniques (BAT) Reference Documents under the Industrial Emissions Directive for relevant sectors;

The Industrial Emissions Directive has been evaluated and an impact assessment has been launched in view of its revision[footnoteRef:4]. In this context, also a possible review of the BAT reference documents relevant to the discharge of pharmaceuticals into water will be considered. [4:  	Revision of the Industrial Emissions Directive: Inception Impact Assessment] 

· Develop clear guidance on the important role of procurement policy in promoting greener pharmaceuticals;
In the context of the upcoming Pharmaceutical Strategy, the Commission will look into public procurement as one important area to achieve, among others, “green production” conditions. Some Nordic countries already use public procurement as a tool to promote pharmaceuticals produced in a ‘green’ manner.
· Take all necessary action to ensure that the production of imported medicines meets the same high environmental standards as those applicable to medicines produced in the Union;
Formal dialogues with water ministries and health ministries are in place for China and India, including on pharmaceuticals. There are further formal dialogues or informal contacts with environment ministries in a range of EU Strategic Partner countries, emerging economies, candidates for accession to the EU and countries covered by the European Neighbourhood Policy. In the context of the work on the Pharmaceutical Strategy, the Commission will look closer into international cooperation to explore ways to reduce environmental risks of manufacturing in third countries as well as in the EU.
· Support research on the assessment of mixture effects, chronic low-dose exposure and antimicrobial resistance development, especially in relation to vulnerable groups;
The Chemicals Strategy for Sustainability includes actions to promote research on chemicals and their impact on health and the environment, and announced a comprehensive research agenda for chemicals. Several actions also address mixtures, e.g. to take account of combination effects as well as endocrine‑disrupting chemicals in relevant legislation, including water legislation, and integrate the effect of chemical mixtures more generally into chemicals risk assessments. Programmes for EU funding under Horizon Europe3 are still under development.
· Update the requirements with regard to the environmental risk assessment to ensure a proper assessment of persistent, bioaccumulative and toxic substances and of mixture effects, and to take into account the risk of antimicrobial resistance developing in the environment;
The European Medicines Agency (EMA) is currently working on the revision of the Guidelines on Environmental Risk Assessment for human medicinal products. The upcoming EU Strategy on Pharmaceuticals will also consider the challenges posed by pharmaceuticals in the environment.
· Present a legislative proposal to review and update the Sewage Sludge Directive 86/278/EEC by no later than the end of 2021, in order to update quality standards in accordance with the latest scientific evidence and to promote a circular economy which does not harm human health and the environment;
An evaluation of the Sewage Sludge Directive is ongoing in parallel with the review of the Urban Waste Water Treatment Directive, with a view, amongst others, to enhance resource efficiency and reduce toxicity for re-use.
· Coordinate cooperation on schemes aimed at avoiding improper disposal of pharmaceuticals;
A study on separate collection of various waste streams was published in April 2020[footnoteRef:5], including a dedicated chapter on Household Hazardous Waste. This study is used to develop guidelines on the separate collection of household hazardous waste and is envisaged to be adopted in the coming weeks, including high-level recommendations as regards healthcare and pharmaceutical waste. [5:  	Guidance for separate collection of municipal waste] 

The ad-hoc working group focused on PiE under the Pharmaceuticals Committee for human medicines is also working on developing recommendations and exploring the possibility of reducing waste by optimising the pack size of pharmaceuticals so that medicines can be dispensed in quantities better matching the patient’s needs and by safely extending use-by (expiry) dates so that fewer medicines that are still usable have to be thrown away; facilitate the exchange of best practices among healthcare professionals on the environmentally safe disposal of medicinal products and clinical waste and the collection of pharmaceuticals residues as appropriate; assess the implementation of the collection schemes for unused pharmaceuticals and consider how their availability and functioning could be improved, how to increase public awareness of the importance of using them.
· Support research, innovation and development vis-à-vis more advanced wastewater treatment technologies that can detect and improve the removal of pharmaceutical residues;
This is and will be one of the priority topics for water under current and future LIFE calls. The evaluation of the Urban Waste Water Treatment Directive identified, among others, pharmaceuticals as an important area to be tackled in the context of the on-going revision, aimed at securing also a better uptake of latest technological developments in waste-water treatment.
· Address the possible impact of pharmaceuticals on the watch list under the Water Framework Directive and to assess whether the list should be updated;
Several pharmaceuticals were included in the revised Watch List adopted in August 2020[footnoteRef:6], and others will be considered for inclusion at the next update planned for 2022. Furthermore, substances previously on the Watch List, including the three pharmaceuticals initially added to that list, and some antibiotics, are being considered (according to the risk they pose) for possible inclusion in the Priority Substances List under the Water Framework Directive, in a possible Commission Proposal planned for 2022. [6:  	Commission Implementing Decision (EU) 2020/1161 of 4 August 2020 establishing a watch list of substances for Union-wide monitoring in the field of water policy] 

The Chemicals Strategy for Sustainability also includes actions to promote and provide financial support for EU‑wide bio‑monitoring of substances in humans and the environment, and their uptake for regular purposes, complementing ecosystem monitoring initiatives.
· Include pharmaceuticals that pose a significant risk to the environment in the list of priority substances under the Water Framework Directive and to set environmental quality standards and concentration limits under the Environmental Quality Standards Directive;
[bookmark: _GoBack]
As noted in the answer to the previous point, pharmaceuticals identified to pose a risk are being considered for inclusion in the Priority Substances List, and environmental quality standards would be set accordingly. The review of the lists of substances annexed to the Groundwater Directive is also considering the possible inclusion of certain pharmaceuticals. A proposal to amend the lists of pollutants is expected in 2022.
· Develop a monitoring system for human antibiotics;
Currently, consumption of antibiotics (antimicrobials) in human health is monitored at EU level on a voluntary basis. Regular reporting will enter into force as of 28 January 2022 according to a recent amendment (Regulation (EU) 2019/5) to Regulation (EC) 726/2004 on community procedures for the authorisation and supervision of medicinal products for human and veterinary use.
· Set up a secure, centralised database enabling all stakeholders concerned to have access to the results of the environmental risk assessments of products;
The ad-hoc working group focused on PiE under the Pharmaceutical Committee for human medicines will develop recommendations to improve the environmental risk assessment and its review for human medicines.
The upcoming Pharmaceutical Strategy for Europe will also address environmental challenges and the oversight of the supply chains among others. As regards the calls on industry to increase the transparency over the supply chains, there is a clear synergy between the environmental concerns and supply security concerns and this consideration is taken into account during the preparation of the Pharmaceutical Strategy.
Proposed projects under Horizon Europe aim to develop publicly available databases on environmental risks of pharmaceuticals.
In addition, the Chemicals Strategy for Sustainability proposes several actions to implement the ‘one substance, one assessment’ approach, which include the development to the extent possible of a common open data platform to facilitate sharing, access and re‑use of information, to remove obstacles for the re‑use of data and extend the principle of open data and the relevant transparency principles from the EU food safety sector to other pieces of chemical legislation.
In its resolution, the European Parliament also includes the following requests to the European Medicines Agency, involving also the Commission.
· Facilitate joint inspections of manufacturing discharges at overseas pharmaceutical factories supplying the EU;
On the basis of the EU pharmaceuticals legislation the Member States National competent authorities inspect in third countries manufacturing sites for the nationally authorised medicinal products and for centrally authorised medicinal products, on behalf of the EU. However, they do not inspect the sites in the third country for environmental aspects, but only for the good manufacturing practice in relation to the quality of the medicinal products. The European Medicines Agency and the Member States do not inspect the manufacturing discharges that are a responsibility for the environmental authorities.
Under the environmental legislation, the EU does not have any powers to inspect, neither in EU Member States nor in third countries. However, the Basel Convention considers wastes from production and preparation of pharmaceutical products as hazardous waste and requires its parties to manage these in an environmentally sound way. Pharmaceuticals in the environment and antimicrobial resistance (AMR), among other issues of concern, are addressed in the international cooperation between the EU and notably international organisations, such as the World Health Organisation, the United Nations Environment Programme and the Organisation for Economic Co-operation and Development.
Based on a proposal from the EU and its Member States, the UN Environment Assembly adopted resolution 3/4 on Environment and Health, which notably addresses AMR and is the basis for a report on AMR and the environment scheduled for the fifth session of the UN Environmental Assembly (UNEA5). Under the Strategic Approach to International Chemicals Management, a resolution was adopted in 2015 to declare environmentally persistent pharmaceutical pollutants as an emerging policy issue, as a basis for enhanced international cooperation in this area. Two projects under the Partnership Instrument are also addressing AMR, one in Asia and one in Latin America.
· Make sure that applicants submit a completed assessment by the time of the authorisation for marketing human medicinal products, so that adequate risk management measures can be established and published;
The European Medicines Agency is currently working on the revision of the Guidelines on Environmental Risk Assessment for human medicinal products. The guideline-drafting group will continue in an advisory capacity to the European Medicines Agency’s committees after finalisation of the guideline revision. The ad-hoc working group focused on PiE under the Pharmaceuticals Committee for human medicines is also working on recommendations to address the environmental risk assessment and its review. For centralised applications, applicants are reminded of obligations at marketing authorisation application, pre-submission meetings and/ or scientific advice procedures if appropriate. The upcoming EU Strategy on Pharmaceuticals will also look into the challenges posed by pharmaceuticals in the environment.

In its resolution, the European Parliament also includes general requests also towards the Member States that concern Commission actions.
· Calls on the Member States to include the issue of pharmaceuticals in the environment in their cross-border cooperation in river basins, and to coordinate measures where they are deemed useful;
The Member States cooperate on identifying pollutants, including pharmaceuticals, and on setting quality standards for them, in the context of the Working Groups on Chemicals and Groundwater under the Common Implementation Strategy for the Water Framework Directive (WFD). They also work together through international river basin commissions, such as the International Commission for the Protection of the Rhine or its Danube counterpart, to identify and monitor relevant substances, and to take coordinated measures.
The Common Implementation Strategy for the WFD Guidance Document No 24 on ‘River Basin Management in a Changing Climate’ recognises the implications of climate change for water quality and includes a focus on international cooperation. Similarly, Guidance Document No 20 on ‘Exemptions to the Environmental Objectives’ emphasises the need for transboundary information exchange. This should include the exchange of information on failure to meet environmental quality standards for priority substances, river basin specific pollutants or groundwater pollutants that could affect neighbouring or downstream countries, and should therefore include pharmaceuticals where relevant.
· Points to the need to implement in full the regulations on veterinary medicines and medicated feed with a view to reducing the use of antibiotics, including by evaluating the feasibility of setting up an EU-wide active substance-based review system by 28 January 2022 and other potential alternatives for the environmental risk assessment;
For veterinary medicinal products, implementing and delegated acts are being drafted under the Regulation on Veterinary Medicinal Products, which, includes in its aims, to promote a more prudent use of antimicrobials. The European Farm to Fork Strategy envisages reducing overall EU sales of antimicrobials for farmed animals and in aquaculture by 50% by 2030. This is expected also to reduce the potential emission of antimicrobials into the environment.
· Is concerned that monitoring of pharmaceuticals in the environment, including in soil, is still very limited; stresses the need to strengthen post-marketing surveillance mechanisms, also with regard to environmental effects, so as to adequately and systematically cover the environmental data deficit;
Pharmaceuticals and antimicrobial genes were sampled during the 2018 LUCAS (Land use and land cover survey) soil survey, results are expected in 2022. The Zero Pollution Action Plan for air, water and soil will look into ways to improve the monitoring and data availability also on soil contamination.

