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European Medicines Agency

2020/0321(COD) - 08/07/2021 - Text adopted by Parliament, partial vote at 1st reading/single reading

The European Parliament adopted by 587 votes to 28, with 81 abstentions, amendments to the proposal for a regulation of the European Parliament
and of the Council on a reinforced role for the European Medicines Agency in crisis preparedness and management for medicinal products and
medical devices.

The matter was referred back to the committee responsible for inter-institutional negotiations.
The main amendments adopted in plenary are the following:
Learning from the COVID-19 pandemic

Parliament stressed that the unprecedented experience of the COVID-19 pandemic has highlighted the difficulties of the EU and Member States in
dealing with such a public health emergency. It also demonstrated the need to strengthen the role of the EU to increase its effectiveness in managing
the availability of medicinal products and medical devices and in developing medical countermeasures to address the threats posed to public health
from an early stage.

Framework and means of the European Medicines Agency
Members considered that the proposed regulation should provide a framework and the necessary means within the Agency for:

- preparing for, preventing, coordinating and managing the impact of major events and public health emergencies on medicinal products for human use
and medical devices at EU level;

- the prevention, monitoring and reporting of shortages of medicinal products for human use and critical medical devices;

- the creation of an interoperable and digital database at EU level to monitor and report on shortages of medicines.

In addition to a common definition of ‘shortage’, Members introduced a definition of ‘supply’ and ‘demand’ for a medicinal product or medical device.
Executive Steering Group on Shortages and Safety of Medicinal Products

Members suggested that the Executive Steering Group on Shortages and Safety of Medicinal Products should meet at regular intervals either in
person or remotely, and whenever the situation requires, in preparation for or during a public health emergency or following a request for assistance.

The Medicines Steering Group should guarantee an open communication and close cooperation with marketing authorisation holders, manufacturers,
relevant actors of the pharmaceutical supply chain, and representatives of healthcare professionals, patients and consumers with a view to enabling
early notification or identification of potential or actual shortages of medicinal products considered as critical during a major event or a public health
emergency.

The Medicines Steering Group may consult with the Committee for Medicinal Products for Veterinary Use whenever it deems it necessary to deal with
public health emergencies and major events related to zoonoses or diseases affecting only animals that have or may have a major impact on human
health.
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Emergency task force

Members suggested that the task force should convene in preparation for and during public health emergencies, either in person or remotely. They
proposed strengthening the links between the Medicines Steering Group and the Task Force, whose work should be used by the Steering group when
developing and/or updating the list of critical medicines.

European medicines supply database

Parliament proposed that the Agency should set up and manage a European medicines supply database in collaboration with the Commission and the
Member States, to:

- enable the monitoring of supply and demand of medicinal products at EU and Member State level;
- enable the monitoring and reporting of shortages of medicinal products at EU and Member State level;
- enable marketing authorisation holders and wholesalers to comply with information obligations;

- enable the Commission, the Agency and the national competent authorities to carry out their tasks under the Regulation on a well-informed basis and
to enhance cooperation between them.

The database would allow the Agency and the national competent authorities to simultaneously access and share the information provided in the
database.

Each Member State should develop an electronic platform with a view to establishing real-time monitoring of the supply of medicinal products, capable
of determining the volume of supply of each medicinal product existing at any given moment, and detecting, predicting and preventing shortages of
medicinal products.

Electronic platforms should provide the national competent authorities with real-time access to information on unmet demands from wholesale
distributors, community pharmacies and hospital pharmacies at national level. Those platforms should also allow marketing authorisation holders to
report any medicinal products supply problems, including manufacturing problems.

Information obligations
The Agency should establish a publicly accessible webpage containing information on actual shortages of critical medicines.

For the duration of a public health emergency, sponsors of clinical trials conducted in the EU should publish the study protocol in the EU clinical trials
register at the start of the trial and publish a summary of the results.

Where a medicinal product has been granted a marketing authorisation, the Agency should publish product information with details of the conditions of
use as soon as the marketing authorisation is granted.

European Medicines Agency

2020/0321(COD) - 11/11/2020 - Legislative proposal

PURPOSE: to reinforce the role of the European Medicines Agency (EMA) in crisis preparedness and management for medicinal products and medical
devices.

PROPOSED ACT: Regulation of the European Parliament and of the Council.

ROLE OF THE EUROPEAN PARLIAMENT: the European Parliament decides in accordance with the ordinary legislative procedure and on an equal
footing with the Council.

BACKGROUND: the unprecedented experience of the COVID-19 pandemic has demonstrated that the EU’s ability to coordinate work to ensure the
availability of medicinal products and medical devices and facilitate their development is currently limited.

The COVID-19 pandemic has exacerbated the problem of shortages for certain medicinal products considered as critical in addressing the pandemic,
and has highlighted the structural limitations in the EU’s ability to rapidly and effectively react to such challenges during public health crises.

The proposal is part of a package of closely associated measures that aim to reinforce the crisis preparedness and response and enhance the role of
the European Centre for Disease Prevention and Control (ECDC). Together, they form part of the EU’s overall health response to COVID-19 as well as
an improved crisis management framework.

CONTENT: the proposed Regulation should develop the core tasks already given to the EMA to ensure the quality, safety and efficacy of medicinal
products with the potential to address public health emergencies.

It would complement the measures directed at improving the overall EU crisis management framework by addressing the specific issues related to
medicinal product and medical device sectors and the tasks of the Agency. It would thus introduce new rules for the Agency with the objective to
provide mechanisms within the Agency to:

® monitor and mitigate the risk of shortages of critical medicines and medical devices;
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provide scientific advice on medicines which may have the potential to treat, prevent or diagnose the diseases causing those crises;
e coordinate studies to monitor the effectiveness and safety of vaccines;
e coordinate clinical trials.

Budgetary implications

The financial impact of this proposal on the EU budget should be part of the next Multiannual Financial Framework 2021-2027. The budgetary
implications should relate mainly to administrative, scientific and IT support.
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2020/0321(COD) - 20/01/2022 - Text adopted by Parliament, 1st reading/single reading

The European Parliament adopted a legislative resolution on the proposal for a regulation of the European Parliament and of the Council on a
reinforced role for the European Medicines Agency in crisis preparedness and management for medicinal products and medical devices.

The European Parliament's position adopted at first reading under the ordinary legislative procedure amends the Commission's proposal as follows:
Learning from the COVID-19 pandemic

The amended text stressed that the unprecedented experience of the COVID-19 pandemic has highlighted the need to strengthen the role of the EU to
increase its effectiveness in managing the availability of medicinal products and medical devices and in developing medical countermeasures to
respond to early public health threats in a harmonised manner.

Framework and means of the European Medicines Agency
The Regulation provides a framework and the necessary means within the Agency for:

- preparing for, preventing, coordinating and managing the impact of public health emergencies on medicinal products and on medical devices and the
impact of major events on medicinal products and on medical devices at Union level. A ‘major event’ is defined as an event which is likely to pose a
serious risk to public health in relation to medicinal products in more than one Member State;

- monitoring, preventing, and reporting on shortages of medicinal products and on shortages of medical devices;

- setting up an interoperable information technology (IT) platform at Union level to monitor and report on shortages of medicinal products;
- providing advice on medicinal products that have the potential to address public health emergencies;

- providing support for the expert panels.

Executive Steering Group on Shortages and Safety of Medicinal Products

The Executive Steering Group on Shortages and Safety of Medicinal Products (MSSG) will be established within the Agency to ensure a rapid
response to major events and to coordinate urgent actions across the Union in relation to the management of problems related to the supply of
medicinal products. The Steering Group will be composed of one representative of the Agency, one representative of the Commission and one
representative designated by each Member State. The list of members will be published on the Agency's web portal.

The MSSG should draw up a list of critical medicines to monitor them and should be able to advise and make recommendations on the measures
needed to ensure the quality, safety and efficacy of medicines as well as to guarantee the supply of medicines and to ensure a high level of human
health protection.

Representatives of national competent authorities for veterinary medicinal products, representatives of other relevant competent authorities and third
parties, including representatives of interest groups, marketing authorisation holders, wholesalers, as well as representatives of health professionals,
patients and consumers, may be invited to attend the meetings as observers and to provide expert advice.

European Shortages Monitoring Platform

The Agency will establish an IT platform that will be used to facilitate the collection of information on shortages, supply and demand of medicines,
including information on whether the medicine is placed on the market or no longer placed or ceases to be placed on the market in a Member State.
The information collected via the platform will be used to monitor, prevent and manage actual or potential shortages of medicines on the lists of critical
medicines during public health emergencies or major events.

The Agency will need to ensure data interoperability between the European Shortage Monitoring Platform, Member States' IT systems and other
relevant IT systems and databases.

Emergency Task Force (ETF)

The ETF will meet in preparation for and during public health emergencies. In liaison with the Agency's scientific committees, working groups and
scientific advisory groups, it will provide scientific advice and scientific recommendations on the use of any medicinal product that may respond to a
public health emergency. It will also provide advice on key aspects of clinical trial protocols.



Public information

For the duration of a public health emergency, sponsors of clinical trials conducted in the EU will have to publish the clinical trial protocol at the start of
the trial, together with a summary of the results obtained. Where a medicinal product has been granted a marketing authorisation, the Agency will have
to publish product information with details of the conditions of use as soon as the marketing authorisation is granted. The Agency will regularly publish
on its web portal the list of ETF members, as well as the list of medicines under review.

Transparency and conflicts of interest

The Steering Group on Shortages of Medicines and the Steering Group on Shortages of Medical Devices should carry out their activities in an
independent, impartial and transparent manner. Members and, where appropriate, observers should have no financial or other interest in the medicinal
products industry or the medical devices industry that could affect their independence or impartiality.

Transfers of personal data under the Agency's new mandate will be subject to EU data protection rules, including the General Data Protection
Regulation.

EU funding

Adequate staffing and funding should be allocated to the Agency, taking into account the specificities of the health sector in the different Member
States. The EU will provide funding for the Agency's activities in support of the work of the Steering Groups on Medicines Shortages and on Medical
Device Shortages, the ETF, working groups and expert groups that require cooperation with the Commission and the European Centre for Disease
Prevention and Control (ECDC).
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