


Follow up to the European Parliament non-legislative resolution on the 
shortage of medicines – how to address an emerging problem
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5. Brief analysis/assessment of the resolution and requests made in it:
This European Parliament non-legislative resolution addresses the issue of medicines shortages, their underlying causes and proposes policy options, both legislative and non-legislative. It acknowledges that patient safety must be at the centre of health policies without allowing any discrimination in the access to medicines and treatment, particularly for the most vulnerable in society.
It recalls that shortage of medicines is a global challenge, with problems at all stages of the pharmaceutical supply chain from raw starting (raw) materials and active pharmaceutical ingredients to distribution, logistics and health system delivery phases, as well as functioning of pharmaceutical markets. Paragraph 6 calls for the multifactorial root causes of medicines shortages to be assessed and addressed, with paragraphs 26, 27, 18, 110, 52, 70 and 109 all calling for action in this regard.
A number of points relate to the monitoring of supply of medicines, with paragraphs 34 and 79 referring to falsified medicines, paragraphs 13, 27 and 73 calling for action to prevent interruptions linked with stockpiling. Paragraph 71 recommends improved communication with healthcare professionals.
The issue of affordability of medicines and transparency of pricing is addressed (paragraphs 15 and 20), with calls for action under public procurement in paragraphs 29 and 111. Paragraphs 44, 60 and 63 call for improved transparency. Paragraph 49 specifically addresses competition regarding biosimilar medicines.
A number of paragraphs address supply chain vulnerabilities and the need to stimulate research and innovation in the EU (paragraphs 16, 17, 20, 21, 23, 24, 36, 38, 48 and 119).
6. Response to the requests and overview of the action taken, or intended to be taken, by the Commission:
Shortages of medicines
The Commission is aware of the potential vulnerabilities of the medicines supply chains and the tension on the security of supply, in particular in times of crisis. Open strategic autonomy, safe and secure supply chains and greener pharmaceuticals are important policy objectives that will be addressed in the Pharmaceutical Strategy for Europe to be adopted by the Commission in November 2020. The Commission is also continuously engaged, in accordance with the allocation of competences between the EU and national level, in monitoring access, availability and preventing risks of shortages for medicines and their key ingredients and components.
Regarding paragraph 6, and the need to address the multifactorial root causes of medicines shortages, the Commission has launched a study expected to be finalised in the third quarter of 2021, which will provide:
· an overview of medicines in shortage in the EU, including their specific characteristics, as well as an analysis of the root causes of the shortages;
· an evidence-based assessment of whether the current framework (at EU and national level) to address the issue of shortages is fit for purpose;
· an overview of potential solutions to address shortages, taking into account their root causes and the shortcomings of the current system.
The study will assess the requirement for continuous supply for marketing authorisation holders and distributors and the obligations on pharmaceutical manufacturers to submit notifications of supply disruption provided for in the EU legislation[footnoteRef:1]. The study will determine how these obligations are implemented at national level, as well as other associated national policy measures. The findings will provide greater information on the points laid out in paragraph 26 to inform the optimum approach to address these issues. The study will also include an assessment of the impact of parallel trade on shortage of medicines in the Member States as called for in paragraph 67. [1:  	Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating to medicinal products for human use: Articles 23a and 81] 

As regards the call in paragraph 18, the study described above will provide key information on the causes of shortages, which will inform the legislative and non-legislative actions that will be initiated as follow up to the Pharmaceutical Strategy.
The Commission agrees with the importance of further strengthening dialogue with relevant stakeholders to assess new treatments and vaccines and with the European Medicines Agency (EMA) to optimise regulatory approaches, emphasised in paragraph 18. The Commission also acknowledges the points raised in paragraph 110, that stock transparency is not complete in certain parts of the distribution chain and this provides challenges in determining volumes of stock of medicines available to Member States, The Commission is supporting and encouraging the national authorities working together under the EU Executive Steering Group on Shortages of Medicines Caused by Major Events[footnoteRef:2] (coordinated by EMA and chaired by the Commission), to develop a more robust and coordinated assessment of the demand side by aggregating information from the national authorities. This aims to establish a better overview on availability and needs for medicines across the EU. This work will be further developed and refined to provide greater oversight of the demand requirements of specific, critical medicines and to inform supply needs, as need be. [2:  	https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/availability-medicines-during-covid-19-pandemic#eu-executive-steering-group-on-shortages-of-medicines-caused-by-major-events-section] 

Regarding paragraph 52, as announced in the State of the Union speech, the Commission will make proposals on 11 November to reinforce the coordination capacity at EU level in times of crisis and will reinforce the capacity of EMA to monitor shortages of critical medicines and to prepare for and respond to incidences of shortages. This will include a digital platform for reporting information provided by national agencies regarding available stocks and shortages of medicines and medical devices, as recommended in paragraph 70. Mechanisms to link this aggregated data with industry supply data are under review. As per the request in paragraph 109, this approach will allow the Commission, EMA and the national regulatory authorities to capitalise on all the pragmatic efforts made during the COVID-19 crisis, with a view to better mitigating the shortage of medicines.
Monitoring supply
The Commission will continue to monitor the implementation of the falsified medicines Directive[footnoteRef:3] and ensure distribution of genuine product in the legal supply chain in line with the call in paragraph 34. While cybercrime in the EU has increased during the crisis, strengthening measures have been taken through work with the national governments and the relevant EU agencies to address this and to keep people safe, as requested in paragraph 79. Europol works with international partners to cooperate on action against trafficking in counterfeit medicines. [3:  	Directive 2011/62/EU of 8 June 2011 amending Directive 2001/83/EC on the Community code relating to medicinal products for human use, as regards the prevention of the entry into the legal supply chain of falsified medicinal products] 

Regarding paragraphs 13, 27 and 73, the Commission agrees that national initiatives on stockpiling must be proportionate to requirements and not create unintended consequences in other Member States. The Commission has called[footnoteRef:4] on Member States to establish overview on needs for medical supplies, national production capacities and stockpiles of essential medicines and medical devices (e.g. diagnostics) especially those use in hospitals and intensive care units. [4:  	See https://ec.europa.eu/info/sites/info/files/communication-commission-guidelines-optimal-rational-supply-medicines-avoid.pdf] 

The Commission agrees that early communication with healthcare professionals and patients on the availability of medicines is a priority (paragraph 71). However, it is not currently feasible to use digital tools to provide real-time and up-to-date data on the availability, location, quantity and price of a given medicine. There are significant complexities in achieving such a goal, not only due to the diversity of healthcare IT tools across Member States.
In general, the ongoing study assessing the root causes of shortages (see above under paragraph 6) covers national experiences in the monitoring of shortages. Moreover, policy options at EU level will be explore as part of the study.
Affordability and transparency
In response to the call in paragraph 15, for data on unmet needs regarding access to medicines, it is noted that there have been relevant data collection efforts in the past. Under the EU Statistics on Income and Living Conditions (EU-SILC), EUROSTAT compiled and published an ad hoc module on self-reported unmet needs for specific health care-related services due to financial reasons (2014 data)[footnoteRef:5]. More recently, (2017 data) EUROSTAT published data[footnoteRef:6] on the financial burden to households for medical care, linked to the household budget survey. The issue of out of pocket payments (direct payment for healthcare goods and services from the household primary income or savings, where the payment is made by the user at the time of the purchase of goods or the use of the services), and the burden they represent on access to healthcare and medicines, is also considered part of the analysis of the health systems in the context of the European Semester[footnoteRef:7]. [5:  	See https://appsso.eurostat.ec.europa.eu/nui/show.do?dataset=hlth_ehis_un2d&lang=en]  [6:  	See https://ec.europa.eu/eurostat/web/products-eurostat-news/-/DDN-20190219-1]  [7: .	See https://ec.europa.eu/info/business-economy-euro/economic-and-fiscal-policy-coordination/eu-economic-governance-monitoring-prevention-correction/european-semester_en] 

With regard to considerations of the affordability of manufactured medicines raised in paragraphs 20 and 21, the COVID-19 crises underlined a need for a strong manufacturing value chain in Europe. The Commission will address this issue under the Pharmaceutical Strategy for Europe.
Regarding paragraph 29, a forthcoming Expert Panel on Effective ways of investing in Health (EXPH) opinion is expected on the use of public procurement in healthcare[footnoteRef:8]. With regard to procurement, the Commission acknowledges the emphasis the resolution places (paragraph 111) on ensuring pharmaceutical pricing policies that solely aim to contain expenditure may not allow for price adjustments to reflect objective changes in cost of goods, manufacturing, regulatory procedures and distribution, and may have a negative effect on supply reliability. Further work supporting Member State cooperation, could be envisaged through guidance outlining criteria Member States could apply when deciding on price increases (often in the context of “older”, still essential medicines) and information exchange platforms. Affordability concerns will be considered as part of the actions under the Pharmaceutical Strategy, including a further discussion on these issues in a group of national authorities for pricing and reimbursement and public healthcare payers. [8:  	See https://ec.europa.eu/health/sites/health/files/expert_panel/docs/mandate_procurementhealthcare_en.pdf] 

Regarding calls (paragraphs 4 and 60) for promotion of transparency of public investments for the R&D costs, including the need for burden of proof, further work (e.g. detailed guidelines on costing principles and methods) will be carried out in the context of  the review of the Regulation on orphan medicinal products[footnoteRef:9] (notably the “return-on-investment” criterion). [9:  	Regulation (EC) No 141/2000 of the European Parliament and of the Council of 16 December 1999 on orphan medicinal products] 

Regarding paragraph 63, work has been supported under the EU Health Programme with the Euripid[footnoteRef:10] collaboration, to foster transparency of net pricing and reimbursement of different treatments in order to put Member States on an equal footing when negotiating with pharmaceutical companies for treatments that are not jointly procured. [10:  	https://euripid.eu/aboutus] 

Competition
Regarding paragraph 49, the Commission is involved in a number of initiatives to analyse the added value and economic impact of biosimilar medicines on the sustainability of healthcare systems, market entry delay, and measures to support market entry. This includes:
· A forthcoming study commissioned by the Commission analysing pharmaceutical sales data.
· The Commission in this area cooperates closely with national competition authorities (NCAs) through the European Competition Network (ECN)[footnoteRef:11]. This cooperation includes regular discussions between the colleagues working on pharmaceuticals, medical devices and health services. [11:  	https://ec.europa.eu/competition/sectors/pharmaceuticals/overview_en.html
] 

· The uptake of market competition consideration under the Pharmaceutical Strategy.
Supply chains for medicines and active pharmaceutical ingredients (API) 
The Commission is aware of the potential vulnerabilities of the medicines supply chains and the tension on the security of supply, in particular in times of crisis. The Commission takes due account of the European Parliament concerns expressed in paragraph 119, based on the early lessons learnt from COVID-19, on the vulnerabilities inherent to long and complex supply chains. The Commission agrees that data gathering and mapping of manufacturing capacity in the EU as called for in paragraph 16, is a necessary first step, to be able to propose viable and adequate solutions to the vulnerability of supply chains. At the 88th meeting of the ‘Human Pharmaceutical Committee’, the Commission proposed to establish an ad hoc working group focusing on the vulnerabilities of the global supply chains to discuss these issues with the Member States’ authorities. The first meeting of the group, on this issue, took place on 16 September 2020. The Pharmaceutical Strategy for Europe will initiate a structured dialogue to further address these issues including the concerns expressed in paragraph 17 of the resolution. 
Based on evidence, the Commission will consider the actions necessary to attain the objective of resilient pharmaceutical supply chains and European health security, integrating the objectives of the Green Deal and stimulating research and innovation in manufacturing, taking account of the calls of European Parliament in paragraphs 20, 21, 23, 45, 36 and 38. The Commission sees synergies between the efforts to ensure resilient supply chains and trade policy, as expressed in paragraph 24. The Commission is promoting an initiative within the World Trade Organisation (WTO) that would aim at facilitating trade in healthcare products including through enhanced disciplines on export restrictions. The initiative is also intended to contribute to an effective response to the current and future public health emergency. In addition, the Commission is exploring with EU’s trading partners a possibility to conclude a plurilateral agreement on tariff elimination on pharmaceutical and medical goods in the WTO. WTO members who are not part of the WTO Pharmaceutical Tariff Elimination Agreement are encouraged to join it. At the same time, the Commission continues its efforts to promote the highest quality standards worldwide, in particular through the International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH), through multilateral cooperation in the area of inspections (PIC/S), but also through bilateral cooperation, within the context of mutual recognition agreements and, free trade agreements. The Commission is also reflecting to what extent the discussion on tendering criteria could contribute to address issue of supply chain weaknesses as requested in paragraph 28.
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