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Revision of EU pharmaceutical legislation
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Autor

Domeniul tematic
Cuvant-cheie

Rezumat

Briefing

Briefing

03-04-2024
AMAND-EECKHOUT Laurence
Sanatate publica

Agentia Europeana pentru Medicamente | autorizatie de vanzare | cercetare si proprietate intelectuala | comert |
COMERT | dreptul Uniunii Europene | inovatie | Institutiile Uniunii Europene si functia publica europeana | legislatie
farmaceutica | marketing | medicament | MEDIU INCONJURATOR | penurie | politica mediului inconjurator |
PROBLEME SOCIALE | PRODUCTIE, TEHNOLOGIE $I CERCETARE | propunere (UE) | protectia mediului
inconjurator | rezistenta la antimicrobiene | siguranta aprovizionarii | sanatate | sanatate publica | UNIUNEA
EUROPEANA

On 26 April 2023, the European Commission put forward a 'pharmaceutical package' to revise the EU's pharmaceutical
legislation and make medicines more available, accessible and affordable, while supporting the competitiveness and
attractiveness of the EU pharmaceutical industry, with higher environmental standards. The package includes
proposals for a new directive and a new regulation, which would replace the existing pharmaceutical legislation,
including the legislation on medicines for children and for rare diseases. The European Parliament is expected to vote
on its position at first reading during its April | plenary session. Second edition. The 'EU Legislation in Progress'
briefings are updated at key stages throughout the legislative procedure.
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AT A GLANCE Policy Departments’ Monthly Highlights - November 2023

Tipul publicatiei
Data

Autor

Domeniul tematic

Cuvant-cheie

Pe scurt

Pe scurt
15-11-2023
MANGINI ANNA | SANDERSKI ANDRZEJ

Control bugetar | Dezvoltare regionala | Piata interna si uniunea vamala | Protectia consumatorilor | Securitate si
aparare | Transporturi

cercetare si proprietate intelectuala | certificat sanitar | COMERT | instrumente medicale si chirurgicale | licenta pentru
brevet | medicament | politic4 tarifara | PROBLEME SOCIALE | PRODUCTIE, TEHNOLOGIE S| CERCETARE |
reziduu de medicament | stabilirea preturilor medicamentelor | sanatate | tehnologle medicala
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The potential impact of the unitary Supplementary Protection Certificate on access to health technologies

Tipul publicatiei
Data

Autor extern
Domeniul tematic

Cuvant-cheie

Rezumat

Studiu

Rezumat executiv

18-04-2024

Studiu
28-09-2023
Thyra DE JONGH, Bregtje KAMPHUIS, Sven BOSTYN & Alfred RADAUER

Coronavirus | Dreptul UE: sistemul juridic si actele juridice | Evaluarea punerii in aplicare a legislatiei si a politicilor |
Sanatate publica

brevet | cercetare si proprietate intelectuala | certificat sanitar | COMERT | constructie europeana | instrumente
medicale si chirurgicale | medicament | piata UE | piata unica | politica comerciala | politica tarifara | PROBLEME
SOCIALE| PRODUCTIE, TEHNOLOGIE SI CERCETARE | sanétate | sanatate publicd | UNIUNEA EUROPEANA

In April 2023, the European Commission adopted regulatory proposals introducing a Unitary Supplementary Protection
Certificate (SPC) and a centralised assessment procedure for SPCs for medicinal products. This study analyses the
potential impacts of these proposals on access to medicines, the administrative burden to applicants and the cost to
national health systems.

This document was prepared by Policy Department for Citizens' Rights and Constitutional Affairs at the request of the
JURI Committee.
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Plenary round-up

—January | 2023

Tipul publicatiei
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Rezumat

Pe scurt

Pe scurt

20-01-2023

FERGUSON CLARE | SOCHACKA KATARZYNA
Democratia in UE, drept institutional si parlamentar

boli respiratorii | chestiunea ruso-ucraineana | comert | COMERT | Consiliul European | constructie europeana |
DREPT | drept civil | Europa | extremism | GEOGRAFIE | geografie economica | geografie politica | Institutiile Uniunii
Europene si functia publica europeana | medicament | penurie | piata unica | politica externa si de securitate comuna |
presedinte ‘al |nst|tut|e| | PROBLEME SOCIALE | RELATII INTERNATIONALE | responsabilitate juridica | securitate
mternatlonala | Suedia | sanatate | UNIUNEA EUROPEANA | viata sociala

The highlights of the January | 2023 plenary session were debates on the conclusions of the European Council
meeting of 15 December 2022 and the presentation of activities planned under the Swedish Presidency of the Council
of the European Union. The session opened with a ceremony marking the 30th anniversary of the single market,
followed by a debate with the Council and Commission on the matter. Debates were held on the surge of respiratory
infections and the shortage of medication in Europe; on the need to increase transparency, integrity and accountability
in the EU institutions; on terrorist threats posed by far-right extremist networks; on criminalisation of humanitarian
assistance, as well as on the Global Gateway. Members also debated foreign affairs issues, including the EU's
response to the appalling attack against civilians in Dnipro; strengthening action against the Putin regime and military
support; and the establishment of a tribunal on the crime of aggression against Ukraine. The High Representative of
the EU for Foreign Affairs and Security Policy, Josep Borrell, spoke on the EU response to the protests and executions
in Iran, and on strengthening the EU Latin America partnership. During question time, Members posed questions to
Commissioner Janusz Wojciechowski on EU action to tackle food price inflation in Europe. Finally, Parliament elected
Marc Angel (S&D, Luxembourg) to the post of Vice President of the European Parliament.
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Tracking the EU Commissioners’ commitments - Von der Leyen Commission, 2019 - 2024: Stella

Kyriakides
Tipul publicatiei
Data

Cuvant-cheie

Rezumat
Briefing

Reinforced role for

Briefing
20-09-2022

calitatea vietii | cercetare si proprietate intelectuala | comisar european | constructie europeana | context social |
degradarea mediului inconjurator | deseuri alimentare | e-sanatate | Institutiile Uniunii Europene si functia publica
european3 | medicament | MEDIU INCONJURATOR | politica mediului inconjurator | principiul prudentel | PROBLEME
SOCIALE | PRODUCTIE, TEHNOLOGIE S| CERCETARE | protectia animalelor | siguranta alimentara | Strategie UE |
sanatate | sanatate publlca | UNIUNEA EUROPEANA | ingrijirea sanatétii

This briefing follows up the commitments made by the commissioner since 2019.
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European Medicines Agency

Tipul publicatiei
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Autor

Domeniul tematic
Cuvant-cheie

Rezumat

Pe scurt

Pe scurt

13-01-2022
AMAND-EECKHOUT Laurence
Sanatate publica

AFACERI S| CONCURENTA | Agentia Europeané pentru Medicamente | cercetare medicalé | comert | COMERT |
farmacovigilenta | gestlonarea crizelor | Institutiile Uniunii Europene si functia publica europeana | instrumente
medicale si chirurgicale | management | medicament | prevenirea boI|Ior | PROBLEME SOCIALE | siguranta
aprovizionarii | sanatate | sén&tate publica | UNIUNEA EUROPEANA

As part of building a European Health Union, as well as in response to the Covid 19 pandemic, the European
Commission proposed in November 2020 to reinforce the European Medicines Agency's role in crisis preparedness
and the management of medicines and medical devices. The proposed regulation seeks to better anticipate possible
shortages and to ensure timely development of high-quality medicinal solutions, to allow the EU to react to health
crises more quickly, efficiently, and in a coordinated manner. The agreement on the proposal reached in trilogue
negotiations now needs to be confirmed by the European Parliament.
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What if new drug delivery methods revolutionised medicine?

Tipul publicatiei
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Autor
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Rezumat
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Multimedia

18-04-2024

Pe scurt

13-10-2021
QUAGLIO Gianluca
Politica de cercetare

cercetare medicala | COMERT | consum | medicament | nanotehnologie | prevenirea bolilor | PROBLEME SOCIALE |
PRODUCTIE, TEHNOLOGIE SI CERCETARE | siguranta produsului | sanatate | sanatate publica | tehnologie si
reglementan tehnice | terapeutica

Nanoparticles lie at the heart of a new method for delivering medicines inside the body — and they were crucial to the
success of the Covid-19 mRNA vaccines. This new drug delivery method and others could transform the way we treat
disease, potentially boosting the treatment of Alzheimer's, Parkinson's and HIV, among others. Insulin and Covid-19
vaccines might even become available as pills. Can the European Union stay on top of this trend? And what
challenges lie ahead?
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European Medicines Agency mandate extension
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Domeniul tematic
Cuvant-cheie

Rezumat

Pe scurt

Pe scurt

01-07-2021

SCHOLZ Nicole

Coronavirus | Sanatate publica

Agentia Europeana pentru Medicamente | Centrul European pentru Prevenirea si Controlul Bolilor | comert | COMERT
| cooperare transfrontaliera | documentare | dreptul Uniunii Europene | EDUCATIE COMUNICARE Sl COMUNICATII |
functionare institutionala | Institutiile Uniunii Europene si functia publica europeana | medicament | penurie | politici de
cooperare | politica in sanatate | PROBLEME SOCIALE | propunere (UE) | raport | RELATII INTERNATIONALE |
sanatate | UNIUNEA EUROPEANA

On 11 November 2020, the European Commission adopted a proposal to strengthen the European Medicines Agency
(EMA). The proposed regulation would allow the EMA, among other things, to better anticipate possible shortages of
medicinal products and ensure their timely development, with the aim of improving the EU's capacity to respond to
health emergencies. The European Parliament's Committee on the Environment, Public Health and Food Safety
adopted its report on 22 June 2021. This is due to be voted during the July plenary session, thus setting Parliament's
negotiating position and opening the way for interinstitutional negotiations.
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Access to medicinal products

Tipul publicatiei
Data

Autor extern
Domeniul tematic

Cuvant-cheie

Rezumat

Studiu

Studiu
01-05-2021
Thyra de Jongh, Lennart Velten, Lonneke Schrijver

Democratia in UE, drept institutional si parlamentar | Democratie | Dreptul UE: sistemul juridic si actele juridice |
Planificare prospectiva | Sanatate publica

boala provocata de coronavirus | comert | COMERT | constructie europeana | cooperare transfrontaliera | documentare
| DREPT | dreptul la sanétate | dreptul Uniunii Europene | drepturile individului | drepturile pacientului | e-sanatate |
EDUCATIE COMUNICARE S| COMUNICATII | epidemie | Europa | GEOGRAFIE | geografie economica | geografie
politicd | Marea Britanie | medicament | penurie | politici de cooperare | PROBLEME SOCIALE | raport de cercetare |
RELATII INTERNATIONALE | retragerea din UE | rezolutie a Parlamentului European | sanatate | UNIUNEA
EUROPEANA

There are many factors that can prevent a patient from being able to obtain the medicine they need, ranging from
selective marketing decisions by companies to products being too expensive or pharmacy stock-outs. Because of
national differences in health systems and market characteristics, access to medicine is not evenly distributed across
the European Union.

In response to observed problems with access to medicine, in 2017 the European Parliament adopted a resolution
containing 58 recommendations for action to the European Commission and Member States. This In-Depth Analysis
reviews the main actions taken at the Union level since then that could improve access to medicine. It also includes
illustrative examples of actions taken by Member States and other actors.

The analysis concludes that the Commission has proposed or taken a combination of legislative and non-legislative
actions with the potential to improve access to medicine in the Union and beyond, but that it will take time for the
effects of these to become clear.
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What if we could renew all our cells?

Tipul publicatiei
Data

Autor

Domeniul tematic
Cuvant-cheie

Rezumat

Pe scurt

Multimedia

18-04-2024

Pe scurt

20-11-2020

QUAGLIO Gianluca

Industrie | Planificare prospectiva | Politica de cercetare | Protectia consumatorilor | Sanatate publica

bioetica | biotehnologie | celula susa | citologie | farmacovigilenta | medicament | PROBLEME SOCIALE |
PRODUCTIE, TEHNOLOGIE Sl CERCETARE | sanatate [ sénatate publica | tehnologie si reglementéri tehnice |
terapeutlca | viata sociala | ingrijirea sanatatii | stiinte naturale si aplicate | STIINTA

Regenerative medicine (RM) is an interdisciplinary field that applies engineering and life science techniques to restore
tissues and organs damaged by age, disease or trauma, as well as those with congenital defects. Promising data
supports the future capability of using RM across a wide array of organ systems and contexts, including surface
wounds, cardiovascular diseases and traumas and treatments for certain types of cancer.
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Coronavirus and international sanctions: Should sanctions be eased during the pandemic?

Tipul publicatiei

Data
Autor

Domeniul tematic

Cuvant-cheie

Rezumat

Briefing

Briefing

20-05-2020

GOMEZ RAMIREZ Enrique | RUSSELL Martin
Afaceri externe | Coronavirus

alimente | boala provocata de coronavirus | COMERT | comert international | constructie europeana | epidemie |
medicament | masura restrictiva a UE | politica mternatlonala | PROBLEME SOCIALE | produs alimentar | PRODUSE
AGROALIMENTARE | RELATII INTERNATIONALE | restrlctu comerciale | sanctiuni internationale | sanatate |
UNIUNEA EUROPEANA

The coronavirus pandemic has raised concerns that international sanctions may be exacerbating the risk of a
humanitarian crisis. In March 2020, United Nations Secretary-General Anténio Guterres called on world leaders to
waive restrictions on food and medicines that are affecting the world's most vulnerable countries. Especially since the
suffering caused by the international trade embargo against Iraq in the 1990s, the European Union has sought to
design its sanctions for maximum effect at the least possible humanitarian cost. Usually it does this by targeting
restrictions at key individuals or organisations, and in some cases sectors, rather than a country's economy as a
whole. Critics of sanctions claim that US-imposed trade restrictions have prevented Iran from purchasing essential
medical supplies needed to fight the pandemic. They also argue that EU and US sanctions make desperately
impoverished Zimbabwe and Sudan even more vulnerable than they would otherwise be. Both the European Union
and the United States defend their policies, but acknowledge the importance of humanitarian exceptions. Although the
European Union has not said that it will lift any of its restrictive measures, it has offered various forms of support to
several sanctions-hit countries.
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Medicine shortage in the EU during the novel coronavirus outbreak

Tipul publicatiei

Data
Autor

Domeniul tematic

Cuvant-cheie

Rezumat

Briefing

Briefing

15-05-2020

LAKY Zsuzsanna

Coronavirus | Sanatate publica

boala provocata de coronavirus | comert | COMERT | epidemie | import (UE) | medicament | penurie | politica in
sanatate | PROBLEME SOCIALE | sanatate

The novel coronavirus outbreak is an unprecedented public health crisis with far-reaching consequences. It has
highlighted the EU’s long-existing structural problems related to the supply of medicines, and the dependency on third-
country import for certain essential and critical medicines and ingredients.

While public health policy, including the organisation of the delivery of healthcare and the sales of medicines remains
in the competence of the Member States, it has also become clear that cooperation with the pharmaceutical industry,
amongst the Member States, and with the Commission and the Europan Medicines Agency, is key in resolving the
problems of medicine shortages in these extraordinary times

This paper looks into the causes of medicine shortage during the novel coronavirus pandemic in the Union, and the
responses and solutions at European level.
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Addressing shortages of medicines

Tipul publicatiei

Data
Autor

Domeniul tematic

18-04-2024

Cuvant-cheie

Rezumat

Briefing

Multimedia

Briefing

28-04-2020

SCHOLZ Nicole

Coronavirus | Sanatate publica

boala provocata de coronavirus | comert | COMERT | epidemie | lant de aprovizionare | medicament | penurie | politica
in sanatate | PROBLEME SOCIALE | productie | PRODUCTIE, TEHNOLOGIE S| CERCETARE | sanéatate

Medicines shortages have been a growing problem in the European Union (EU) in recent years. As the coronavirus
outbreak unfolds, the risk of bottlenecks in the supply of medicines to patients has become particularly high. More
broadly, problems with the availability of, and access to, new medicines — most frequently associated with high-priced
medicines — have also been a central topic in political debates for some time now. The causes underlying medicines
shortages are complex and multi-dimensional. The European Commission links them to manufacturing problems,
industry quotas, legal parallel trade, but also to economic aspects, such as pricing (which is a competence of the
Member States). The coronavirus crisis has brought to the fore the geopolitical dimension of these shortages, that is,
the EU's dependency on countries beyond its boundaries, especially China and India, for the production of many active
pharmaceutical ingredients and medicines. Solutions to the problem are believed to entail collaboration and joint
action, as well as the involvement of multiple stakeholders, including regulators, industry, patients, healthcare
professionals, and international players. The Organisation for Economic Co-operation and Development and the World
Health Organization, in particular, are conducting work to improve access to medicines. Medicines supply-chain
stakeholders have all weighed in on the debate, offering explanations and recommendations for addressing the
problem. Key EU institutions, several Council presidencies and the Member States have addressed the challenge of
shortages and more broadly, that of safeguarding access to medicines, through various initiatives. The European
Parliament has specifically addressed the issue in a March 2017 resolution. Ensuring the availability of medicines and
overcoming supply-chain problems revealed by the coronavirus crisis are also expected to be important topics in the
Commission's forthcoming pharmaceutical strategy.
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Amendment of the 2014-2020 MFF regulation: Using the global margin for commitments to finance

measures in the healthcare sector under the Emergency Support Instrument

Tipul publicatiei
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Autor

Domeniul tematic
Cuvant-cheie

Rezumat

Pe scurt

What if mini-brains

Pe scurt

15-04-2020
SAPALA Magdalena
Buget | Coronavirus

ANGAJARE IN MUNCA SI CONDITII DE MUNCA | Asia si Oceania | boala provocata de coronavirus | cadru financiar
multianual | cercetare medicala | China | cooperare transfrontaliera | dreptul Uniunii Europene | echipament de
protectie | ECHO | epidemie | finantele Uniunii Europene | GEOGRAFIE | geografie economica | Institutiile Uniunii
Europene si functia publica europeana | instrumente medicale si chirurgicale | medicament | organizarea muncii si a
conditiilor de munca | politici de cooperare | PROBLEME SOCIALE | productie | PRODUCTIE, TEHNOLOGIE $I
CERCETARE | propunere (UE) | RELATII INTERNATIONALE | stoc UE | sanétate | UNIUNEA EUROPEANA

On 2 April 2020, as part of the EU response to the needs resulting from the coronavirus outbreak, the European
Commission proposed to activate the Emergency Support Instrument and reinforce the Union Civil Protection
Mechanism (rescEU). Provision of funding for these measures (€3 billion) requires mobilisation of flexibility and last
resort mechanisms available under the 2014-2020 Multiannual Financial Framework (MFF). In order to use the global
margin for commitments for this purpose, the Commission proposes to amend the provisions of the MFF Regulation
and lift the restrictions on the scope of application of this flexibility mechanism. Consent from the European Parliament
for this urgent request is expected to be voted during the 16-17 April plenary session.
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could help us understand dementia?
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Autor
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Cuvént-cheie

Rezumat

Pe scurt

Multimedia

Pe scurt

05-12-2017

KRITIKOS Michail

Industrie | Politica de cercetare

baza de date genetice | bioetica | boli psihice | cancer | celuld susa | cercetare medicala | cercetare si proprietate
intelectuala | clonare umana | date medicale | date personale | drept medical | EDUCATIE COMUNICARE $lI
COMUNICATII | informatica si procesarea datelor | informatia si prelucrarea |nformat|e| | medicament | metoda de
evaluare | PROBLEME SOCIALE | PRODUCTIE, TEHNOLOGIE SI CERCETARE | protectia datelor | studii
tehnologice prospective | sanatate | tehnologle si reglementari tehnice | terapeutica | transplant de organe | viata
sociala | stiinte naturale si aplicate | STIINTA

Organoids are artificially grown organs that mimic the properties of real organs. What new possibilities for treating
diseases, drug development, and personalised and regenerative medicine do organoids provide?

EN

What if mini-brains could help us understand dementia?

Towards a Harmonised EU Assessment of the Added Therapeutic Value of Medicines

Tipul publicatiei
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Autor extern

Domeniul tematic
Cuvant-cheie

Rezumat

Studiu

18-04-2024

Studiu
08-06-2015

VAN WILDER Philippe (Vrije Universiteit Brussel and SMART&BI), MABILIA Valentina (Milieu Ltd.), KUIPERS
CAVACO Yoline (Milieu Ltd.) and MCGUINN Jennifer (Milieu Ltd.)

Sanatate publica

AFACERI §I CONCURENTA | analiza cost-beneficiu | analiza eficacitatii costurilor | asigurare de sanatate | Austria |
autorizatie de vanzare | cercetare si proprietate intelectuala | cheltuieli pentru sanatate | COMERT | contabilitate |
costuri pentru sanatate | Europa | farmacovigilenta | FINANTE | fixarea preturilor | Franta | GEOGRAFIE | geografie
economica | geografie politica | Italia | marketing | medicament | metoda de evaluare | Polonia | preturi | PROBLEME
SOCIALE | PRODUCTIE, TEHNOLOGIE $I CERCETARE | protectie sociala | Slovacia | Suedia | sanatate | tari ale UE

TThis study, produced for the ENVI Committee by Policy Department A, investigates the possibility of a harmonised
EU approach concerning the assessment of the added therapeutic value (ATV) of medicinal products. It reviews the
current EU legal and policy framework and looks at the state-of-play within all 28 Member States. In addition, it
presents the results of an in-depth analysis on the use of ATV in six selected EU countries. The study closes with
policy recommendations on how a possible European harmonisation of the ATV assessment might be taken forward
within the current legal framework.
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https://www.europarl.europa.eu/thinktank/ro/document/EPRS_ATA(2020)649374
https://www.europarl.europa.eu/thinktank/ro/document/EPRS_ATA(2020)649374
http://www.europarl.europa.eu/RegData/etudes/ATAG/2020/649374/EPRS_ATA(2020)649374_EN.pdf
https://www.europarl.europa.eu/thinktank/ro/document/EPRS_ATA(2017)614526
http://www.europarl.europa.eu/RegData/etudes/ATAG/2017/614526/EPRS_ATA(2017)614526_EN.pdf
http://www.europarl.europa.eu/rss/podcast/eprs-stoa-podcast/mp3/2017/mini-brains.mp3
https://www.europarl.europa.eu/thinktank/ro/document/IPOL_STU(2015)542219
http://www.europarl.europa.eu/RegData/etudes/STUD/2015/542219/IPOL_STU(2015)542219_EN.pdf
https://www.europarl.europa.eu/portal/ro/legal-notice

Proceedings of the Workshop on "Effectiveness of Medicines and Therapies"

Tipul publicatiei Studiu

Data
Autor extern

Domeniul tematic

Cuvant-cheie

Rezumat

Studiu

12-12-2013

Tapani PIHA (DG SANCO, European Commission), Francesco PIGNATTI (Haematology and Diagnostics at European
Medicines Agency - EMA), Jonathan CYLUS (European Observatory on Health Systems and

Policies, London, the UK), Erik BAARS (University of Applied Sciences, Leiden, the Netherlands), Lidija GAJSKI
(Croatian Association for Patients' Rights, Zagreb, Croatia)

Sanatate publica

AFACERI S| CONCURENTA | Agentia Europeané pentru Medicamente | cercetare medical | etica afacerilor |
farmacovigilenta | industria farmaceutica | INDUSTRIE | Institutiile Uniunii Europene si functia publica europeana |
medicament | medicina alternativa | organizarea afacerilor | politica industriald | PROBLEME SOCIALE | produs nou |
sanatate | terapeutica | UNIUNEA EUROPEANA | ingrijirea sanatatii

This report summarises the presentations and discussions at the Workshop on “Effectiveness of Medicines and
Therapies”, held at the European Parliament in Brussels, on Wednesday 18 September 2013. The aim of the
workshop was to exchange views on the latest developments and main challenges healthcare systems have to
address while assessing risks and benefits of new drugs and therapies. The workshop was hosted by MEP Mr Alojz
PETERLE (EPP, SL), Co-chair of the Health Working Group within the ENVI Committee.

EN

Proceedings of the Workshop on "Childhood Vaccination and Immunisation”

Tipul publicatiei

Data
Autor extern

Domeniul tematic

Cuvant-cheie

Rezumat

Studiu

Studiu
16-09-2013

Piotr Kramarz (European Centre for Disease Prevention and Control) ,

Masoud Dara (WHO/Europe TB and M/XDR-TB programme) ,

Amy McConville (TB patient) ,

Daniel Brasseur (European Medicines Agency) ,

Radu Botgros (European Medicines Agency) ,

Ronald de Groot (European Society for Paediatric Infectious Diseases) ,

Andreas Schultz (Tropical Medicine and Infectious diseases , Médecins du Monde Germany)

Sanatate publica

boli contagioase | campanie de constientizare publica | cercetare medicala | copil | costuri pentru sanatate | demografie
si populatie | medicament | POLITICA | politica si securitate publica | PROBLEME SOCIALE | sanatate | sanatate
publica | vaccin | vaccinare

This report summarises the presentations and discussions at the Workshop on “Childhood Vaccination and
Immunisation”, held at the European Parliament in Brussels, on Wednesday 19 June 2013. The aim of the workshop
was to provide a forum for discussion on vaccine-preventable diseases (in particular measles and tuberculosis) that
still pose significant threats to public health in Europe.

The workshop was hosted by MEP Ms Glenis WILLMOTT (S&D, UK) and MEP Mr Alojz PETERLE (EPP, SL), Co-
chairs of the Health Working Group within the ENVI Committee.

EN

Proceedings of the Workshop "Advanced Therapy Medicinal Products"

Tipul publicatiei

Data
Autor extern

Domeniul tematic

18-04-2024

Cuvant-cheie

Rezumat

Studiu

Studiu
15-02-2013

Ms Sabine Julicher, DG Health and Consumers, European Commission

Prof. Stefaan Van Gool, Head of the Laboratory of Paediatric Immunology, University of Louvain (BE)

Dr Jacques Mallet, Director of “Recherche Emeérite” CNRS, Institute for Brain and Spinal

Cord (ICM), Paris; Adjunct Professor at the University of California at San Francisco (UCSF); Member of the French
Academy of Sciences (FR, US)

Dr Monica Ensini, Scientific Director, European Organisation for Rare Diseases (EURORDIS)

Dr Panos Kanavos, Reader in International Health Policy in the Department of Social Policy, London School of
Economics (LSE) and Programme Director of the Medical Technology Research Group (MTRG) at LSE Health (UK)
Dr Maria Luisa Nolli, Founder and Chief Executive Officer of Areta International (IT)

Dr Christian K. Schneider, Chair, Committee for Advanced Therapies (CAT), European Medicine Agency

Piata interna si uniunea vamala | Politica de cercetare | Sanatate publica

AFACERI $I CONCURENTA | autorizatie de vanzare | categorii de societati comerciale | cercetare medicala |
COMERT | difuzarea movatnlor | farmacowgllenta | marketing | medicament | PROBLEME SOCIALE | PRODUCTIE,
TEHNOLOGIE Sl CERCETARE | sanatate | tehnologie si reglementari tehnice | terapeutica | ingrijirea sanatatii I
intreprinderi mici si mijlocii

This report summarises the presentations and discussions at the Workshop on “Advanced Therapy Medicinal
Products”, held at the European Parliament in Brussels, on Wednesday 20 February 2013. The aim of the workshop
was to exchange views on the opportunities and challenges related to advanced therapies for the future of healthcare.
The workshop was hosted by MEP Ms Glenis WILLMOTT (S&D, UK) and MEP Mr Alojz PETERLE (EPP, SL), Co-
chairs of the Health Working Group within the ENVI Committee.
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https://www.europarl.europa.eu/thinktank/ro/document/IPOL-ENVI_AT(2013)518741
http://www.europarl.europa.eu/RegData/etudes/workshop/join/2013/518741/IPOL-ENVI_AT(2013)518741_EN.pdf
https://www.europarl.europa.eu/thinktank/ro/document/IPOL-ENVI_AT(2013)507473
http://www.europarl.europa.eu/RegData/etudes/workshop/join/2013/507473/IPOL-ENVI_AT(2013)507473_EN.pdf
https://www.europarl.europa.eu/thinktank/ro/document/IPOL-ENVI_AT(2013)492477
http://www.europarl.europa.eu/RegData/etudes/workshop/join/2013/492477/IPOL-ENVI_AT(2013)492477_EN.pdf
https://www.europarl.europa.eu/portal/ro/legal-notice

Access to medicine in developing countries : the impact of EU trade policy
Tipul publicatiei Briefing
Data 10-02-2011
Autor KLUGMAN-VUTZ Cornelia | LATEK Marta
Domeniul tematic Comert international | Dezvoltare si ajutor umanitar

Cuvant-cheie acord comercial (UE) | acord de comert liber | cercetare medicala | cercetare si proprietate intelectuala | COMERT |
comert international | constructie europeana | ECONOMIE | farmacovigilentd | medicament | ORGANIZATII
INTERNATIONALE | organizatii mondiale | Organizatia Mondiala a Comertului | PROBLEME SOCIALE | PRODUCTIE,
TEHNOLOGIE $I CERCETARE | proprietate industriala | situatie economica | sanatate | sanatate publica | TRIPS |
UNIUNEA EUROPEANA | tari in curs de dezvoltare

Rezumat Strengthened border controls have enabled seizures of drugs in transit to developing countries. Civil society groups
criticise this policy, as it could have a negative impact on production and trade in generic drugs.

Briefing EN, FR

Note for the Preparation of ENVI Delegation Visit to Spain (22 to 24 March 2010)

Tipul publicatiei Analiza aprofundata
Data 15-03-2010

Autor extern Part | : European Environment Agency - EEA (Copenhagen, Denmark)
Part Il : Jose M. Martin Moreno, Alejandro Martin-Gorgojo and Meggan Harris (Valencia, Spain)

Domeniul tematic Mediu | Sanatate publica

Cuvant-cheie biodiversitate | cercetare si proprietate intelectuala | degradarea mediului inconjurator | Delegatie a Parlamentului
European | depozitare neautorizata a deseurilor | Europa | GEOGRAFIE | geografie economica | geografie politica |
Institutiile Uniunii Europene si functia publica europeana | medicament | MEDIU INCONJURATOR | mediul
inconjurator natural | marfuri industriale contrafacute | politica mediului inconjurator | PROBLEME SOCIALE |
PRODUCTIE, TEHNOLOGIE $I CERCETARE | resurse de apa | schimbare climatica | seceta | sistem pentru ingrijirea
sanatatii | Spania | supraexploatare a resurselor | sanatate | transplant de organe | UNIUNEA EUROPEANA

Rezumat This note was requested by the European Parliament's Committee on Environment, Public Health and Food Safety in
the context of the ENVI Delegation visit to Spain.
The note is composed of two parts :
- the first one focuses primarily on the major environmental threats and issues in Spain. This part covers aspects
related to climate change mitigation, water resources under stress, waste, biodiversity and forests;
- the second part deals with several key health issues which will be advanced during the Spanish Presidency of the
European Union. Organ transplantation stands out in this regard due to Spain's worldwide leadership in the field. Other
issues, particularly those related to health technology, such as e-Health, Advanced Therapy Medical Products and
pharmaceuticals, are also developed.

Analiza aprofundata EN

Proposal for a Regulation of the European Parliament and of the Council on Advanced Therapy Medicinal
Products and amending Directive 2001/83/EC & Regulation (EC) No.726/2004 (COM(2005)567)

Tipul publicatiei Analiza aprofundata
Data 01-03-2006
Autor extern Prof. Jose Luis Valverde, University of Granada, Spain

Domeniul tematic Dreptul UE: sistemul juridic si actele juridice | Sanatate publica

Cuvéant-cheie celula susa | COMERT | etichetare | etica | instrumente medicale si chirurgicale | marketing | medicament |
PROBLEME SOCIALE | sanstate | terapeutica | stiinte naturale si aplicate | stiinte umaniste | STIINTA
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https://www.europarl.europa.eu/thinktank/ro/document/LDM_BRI(2011)110135
http://www.europarl.europa.eu/RegData/bibliotheque/briefing/2011/110135/LDM_BRI(2011)110135_REV1_EN.pdf
http://www.europarl.europa.eu/RegData/bibliotheque/briefing/2011/110135/LDM_BRI(2011)110135_REV1_FR.pdf
https://www.europarl.europa.eu/thinktank/ro/document/IPOL-ENVI_NT(2010)433441
http://www.europarl.europa.eu/RegData/etudes/note/join/2010/433441/IPOL-ENVI_NT(2010)433441_EN.pdf
https://www.europarl.europa.eu/thinktank/ro/document/IPOL-ENVI_NT(2006)373574
https://www.europarl.europa.eu/thinktank/ro/document/IPOL-ENVI_NT(2006)373574
http://www.europarl.europa.eu/RegData/etudes/note/join/2006/373574/IPOL-ENVI_NT(2006)373574_EN.pdf
https://www.europarl.europa.eu/portal/ro/legal-notice

