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«If You’re in a Hurry at Home,
Take a Detour to Brussels»

Overview

 What can EU institutions do to resolve a national legal or
political challenge? — Who’s in charge of what?

* Which arguments resonate with MEPs, Commission officials
to act? — Who becomes engaged for what reason?

e (Case studies - What tends to work and what to avoid?



EU vs. Member State competencies:
Treaty on the Functioning of the European Union

Exclusive competence

"The Union has exclusive competence to

Shared competence

"Member States cannof exercise

make directives and conclude infemafional  competence in areas where the Union has

agreements when provided for in a Union
legislative act”

« the customs union

+ the establishing of the compefition rules
necessary for the functioning of the
internal market

« monetary policy for the Member States
whose currency 1s the euro

s the conservafion of marine biological
resources under the common fisheries
policy

» common commercial policy

 conclusion of certain international
agreements

done so."

the intemal market

social policy, for the aspects defined in
this Treaty
economic, social and territorial cohesion

agriculture and fisheries, excluding the
conservation of marine biological
resources

environment

s COnsumer protection

Source: Wikipedia ; http://europa.eu/legislation

transport

frans-European networks

ENergy

the area of freedom, security and justice

common safety concerns in public health
matters, for the aspects defined in this
Treaty

“Unian exercise of competence shall not
result in Member Stafes being prevented
from exercising theirs in” ..

 research, technological development
and (outer) space

+ development cooperation, humanitanan
aid

“The Union coordinates Member States
policies or implements supplemental to

theirs common policies, not covered
elsewhere”

s coordination of economic, employment
and social policies

« common foreign, secunty and defence
policies

summaries/institutional affairs/treaties/lisbon_treaty/ai0020 en.htm;

TFEU art. 3, 4, 6 et al.; TEU art. 13-20

Supporting competence

"The Union can carry out actions to support,
coordinate or supplement Member Stafes’
actions in” ...

s the protection and improvement of
human health

& industry

e culture

o tourism

» education, youth, sport and vocational
fraining

e civil protection (disaster prevention)

» adminisirative cooperation


http://europa.eu/legislation_summaries/institutional_affairs/treaties/lisbon_treaty/ai0020_en.htm

EU vs. Member State competencies in health care

EU exclusive quality & safety Regulations EU COM: enforcement and issue visibility
standards Directives Triggered by: EU COM, MEPs, MS, NGOs, private
Decisions sector, media, etc.
Shared Cross-border incentive EU COM:
health threats: measures Triggered by: EU COM, MS (Council of Ministers, Perm
reps, Presidencies), MEPs
Supplementary Cooperation in open method of Participating MS, MS institutions
Public health; coordination / Triggered by: MS, EU COM
Foster research Joint Actions Collaboration — best practices
MS exclusive Health policy national law Benchmarking of MS performance
Health care Blended competencies — substitute debates
services: MEPs network — local constituencies and policy
priorities

Peer pressure — collaboration



Example: Policy issues in the life cycle of pharmaceuticals

Cost containment measures

Between patent competj Increasing generic

(Pammolli et al. 2012b — X competition (Pammolli et
: - S al., 2012a; Grabowski &

Kyle, 2007)

Member

States

European Union

European Union

Del-ayed uptake,
Uncertainty,

R&D -::o

Time
Increasing attrition rates (Pammolli et alf., 2011)

Capitalized costs of drug development increased above
general inflation (DiMasi et af., 2003)

Longer gestation lags (Pammolli et af., 2011)

Various sources, including Pammolli et al. 2012,; Grabowski & Kyle, 2007; DiMasi et al. 2003;
Pammolli et al. 2011;



T e R The European Union Welcomes Input

- and Efficiw cy

Bt = Treaty on European Union (Lisbon Treaty, 2009)

Participative Democracy: Interest representation prescribed by law

* Horizontal civil dialogue (Art. 11(1) TEU, directly to EU institutions)
e.g. «Europe for Citizens» 2014-2020

* Vertical civil dialogue (Art. 11(2) TEU) (via national entities)

Commission’s consultation practices (Art. 11(3) TEU)
frequent public consultations prior to legislative proposal or int’t treaties

* European Citizen's Initiative (Art. 11(4) TEU)
since 4/2012: 1m citizens from at least 7 member states

Source: https://en.wikipedia.org/wiki/European Union_lobbying; http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A12012E%2FTXT



https://en.wikipedia.org/wiki/European_Union_lobbying
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:12012E/TXT

EU Institutions

N o
EU Institutions

European

The Council of Council

the EU

European

Commission .
Guidance

European Court

European of Justice

Parliament

European Court

of Auditors
Ii Advice —|
Economic and Committee of the
Social Committee Regions

Source: http://www.dadalos-europe.org/int/grundkurs4/eu-struktur_1.htm;

http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:12012E/TXT&from=EN

* European Commission
* Directorate Generals
e.g. DG Internal Market,
DG Trade, etc.

* European Parliament
* Committees
e.g. ENVI, INTA, etc.

* Council of the EU (= Council
of Ministers)
* Permanent
representations
e.g. COREPER I and Il


http://www.dadalos-europe.org/int/grundkurs4/eu-struktur_1.htm
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:12012E/TXT&from=EN

EU vs. Member State competencies in health care

TFEU (e.g.) Competency EU influence on national approach
Quality & Safety EU exclusive Regulations EU COM: enforcement and issue visibility
Standards Directives Triggered by: EU COM, MEPs, MS, NGOs, private sector,

Decisions media, etc.



EU and country competencies intertwined

vs |

. . * Reimbursement:
Transparency Directive:

P y “...health services and medical care and the allocation
of the resources assigned to them. ...” (Art. 168 para. 7
TFEU)

(only) procedural guarantees for
reimbursement decisions.
(Council Directive 89/105/EEC)




European Commission
http://ec.europa.eu/
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Desk Officers



Private Sector Driven

* European industry umbrella associations: EU Commission
BUSINESSEUROPE EU Institutions
/—§ m = 1/
= | <> BDI e | CB| ’ - TUSIAD  gnother 30+...
National
Local member associations \ = Government
Local company member \
=

* European sector specific umbrella associations



EU vs. Member State competencies in health care

Cross-border Shared Incentive measures; EU COM:
health threats Triggered by: EU COM, MS (Council of Ministers, Perm
reps, Presidencies), MEPs, media, etc.



EU vs. Member State competencies in health care

TFEU Competency EU influence on national approach

Public health; Supplementary Open Method of Participating MS, MS institutions
Coordination; Triggered by: MS, EU COM

Health Program: Collaboration — best practices sharing
Joint Actions

Foster research



EU

EU and country competencies intertwined

Health:

“A high level of human health protection shall
be ensured...” “...support cooperation
between Member States in the area of public

health through open method of cooperation”
(Art. 168 para. 1 and 2 TFEU).

vs |

Health:

“... responsibilities of the member states for the
definition of their health policy and for the organisation
and delivery of health services and medical care. ...” (Art.
168 para. 7 TFEU)




European
Commission

Loyon 1vumins | wumata | Ssan

EUROPE 2020

Eurcpean Commission > Europe 2020 > Eurcpe 2020 in a nutshell > Flagship initiatives

# Europa 2020.

Public consultation

Europe 2020 in a nutshell
Priorities

Targets

Flagship initiatives

Other tools for growth and
jobs

wWho does what

European institutions and
bodies

EU Member States
Regional and local authorities
Civil society

Making it happen: the
European Semester

Priorities at EU level: the
Annual Growth Survey

Country-specific
Recommendations

Key areas: comparing Member

States' performances

% print

Flagship initiatives

I i l ‘ i i Europe has identified new engines to boost growth and jobs.

These areas are addrassed by 7 flagship initiatives.
within each initiative, both the EU and national authorities
Smart growth

hawve to coordinats their efforts so they are mutually
reinforcing. Most of these initiatives hawve been presented by
the Commission in 2010.

- Digital agenda for Europe

- Innovation Union

- Youth on the move

Sustainable growth

- Resource efficient Europe

- An industrial policy for the globalisation era

Inclusive growth

- An agenda for new skills and jobs

- European platform against poverty

+ See also
- EU — climate action[]

- Mew skills for new jobs[]

LEsgnm Sy -

o3s Sitemap &) rss [EShare

Popular links

Dhgital Agenda for Europe —
background documents [de]

Innowation Union - Key
mltla':wes

Youth on the Move -
Background

Useful downloads

A resource-efficient Europe[]

European Platform against
Poverty and Social Exclusion

An Agenda for new skills and

jobs

Policy paper - An Integrated
Industrial Policy for the
Globalisation Era

Policy paper — A digital
agenda for Europe

Policy paper - Innovation
Union

FPolicy per - Youth on the
Mowe



EU and country competencies intertwined

Third Health Programme 2016

EU ms+ [B

* Goal: “boost economic growth, job * Participation open to:
creation, stimulate innovation, — Member States
contribute to connected digital single —  EFTA/EEA
market”

— Candidate countries

— Potential candidates
* Focus areas:

— Health Technology Assessment
— E-health

— European neighborhood policy countries

— European Reference Networks



Example: Joint Action on Chronic Dlseases

Opportunity to promote best practices across Europe

EU Strategy 2020 — Active and Healthy Aging — Innovation Union Strategy e
Joint Action: *
— funding instrument under third EU Health Programme 2014-2020 aah Uit
— Designed and financed by MS authorities and the EU to address specific priorities
— On average 25 partners involved 2
Example CHRODIS: g %N
— reducing burden of chronic disease like diabetes, cancer and mental disorders /
— 70 associated and collaborating partners WPOS | HeaLTH
— Work packages such as “knowledge”;“health promotion®; “multimorbidity”, ,Type Il diabetes”
DG Sante: é
— Supports MS by providing comprehensive approach y ’ﬂ"é
— EU Platform

WPOG6 |

Associated partners:
— Health Ministries =
— National institutes of public health and thought leaders }\‘1

Collaborating Partners — expertise and through leadership:
— Academic institutes

WPO7 | DIABETES TYPE II



EU vs. Member State competencies in health care

Health policy; MS exclusive National priority; Benchmarking of MS performance

Health care National law; Blended competencies — substitute debates

services National decision MEPs network — local constituencies and policy
priorities

Collaboration - peer pressure



EU and countries competencies intertwined

EU

®  Health:
“A high level of human health protection shall

be ensured...”
(Art. 168 para. 1 TFEU).

vs |

Health:
“... responsibilities of the Member States for the
definition of their health policy and for the organisation

and delivery of health services and medical care. ...”
(Art. 168 para. 7 TFEU)




Example: Hepatitis C Epidemic - National Priority

cirrhosis of the liver

Healing (20 %)

healthy liver acute infection chronic infection
fibrosis

liver cancer

| 15 — 40 years




Benchmarking Example: Hepatitis C g

ithy liver

e European Benchmarking: Hepatitis Index
e Benchmarking: Patients / Medical community
e Sponsors: MEPs/Friends of the Liver (MEPs)

e Scottish model - cost projection and policy
e Messengers: Academia and medical experts
e EU Platforms: EP, ECDC, Perm Reps, Media

Rationale

e Model national plan —

e Local alliance and platforms: patient driven,
medical experts, MPs, government, media




Pan-European NGOs’ Agenda

European umbrella associations

EU Professional Associations — ,,innovation”

4
\

National associations \

EU Consumer/Patient Organisations — , health”

EU Trade Union Organisations — ,jobs”

EU ... Organisations — ,investment”

Local member associations

EU Commission
MEPs

-

MS Government

s

Local member

S~




NOoOE-DBEE B

INTA - Infernational Trade -

uropean Parliament

European Parliar="tgg.,

eMeeting for Co

European Parliament
Committees

Choose a commitiee
AFET - Foreign Affairs
DEVE - Development
INTA - Intemational Trade
| BUDG - Budgets

CONT - Budgetary Control
ECOM - Economic and Monetary Affairs

EMPL - Employment and Social Affairs

EMYI - Environment, Public Health and Food Safety
ITRE - Industry, Research and Energy

IMCO - Internal Market and Consumer Protection
TRAM - Transport and Tourism

REGI - Regional Development

AGRI - Agriculture and Rural Development

PECH - Fisheries

CLULT - Culture and Education

JURI - Legal Affairs

LIBE - Civil Liberties, Justice and Home Affairs
AFCO - Constitutional Affairs

FENMM - Women's Rights and Gender Equality

INTAT Intes xnal Trade

Home Meetings Documents Events Key issues

JANUARY 2

Highlights = Members  Workin progress  Pressreleases  Newslefters Supporting analy

INTA(2016)0118_1
19:00 - 20:30 Members
MON STR - SDM-S1
Bernd LANGE

I
I
"1 Agenda: Adoption of agenda

Group of the Progressive Alllance of Socialists and Democrats in the European
Parisament

Germany
1 Adoption of agenda Tokia SAIFI
Vice-Cnair
B Agenda - PE573.192 - Extraordinary meeting of INTA of Monda Group of the European People’s Party (Christian Democrats)
France
2 Chair's announcements
= Electronic vote *= Yannick JADOT
= Vice-Chair
3 Recommendations to the European Commission on the negot 2] *0 Group of the Greens/European Free Alliance
France
INTA/E/03T36 -

2015/2233(INI)

@ Rapporteur: Reding Viviane(PPE)

B Working document - PE5S67.486 - Recommendations io the European Commission on the negotiations for the Trade in Servic

E Draft report / Draft recommendation - PE567.814 - DRAFT REPORT containing the European Parliament's recommendatior

Services Agreement (TISA

E Amendment - PE571.485 - AMENDMENTS 1 - 218 Draft report Viviane Reding (PE567.514v01-00) containing the European §
negotiation for the Trade in Services Agreement (TiSA) (2015/2233(INI))



Local Political Constituencies as Drivers

MEP: national affiliation: -

=

EU agenda Regional (national) interest

Economic growth

Job creation

Foster innovation

Global competitiveness

National political party
Professional affiliation
Territorial affiliation
Linguistic affiliation
Career path network

&S

Local production site, investment,
industrial policy

Local (unemployment situation, labor
laws

Local innovation cluster, research center

Local tax regime

X

T

EU Commission
EU institutions

National
Government

Regional
Government




EU

EU and country competencies intertwined

vs |

WTO, Free Trade Agreements
— Market Access;
— Non-Discrimination;
— Intellectual Property Protection

Market Access



Czech Republic: Better IP Protection and Better Health

060101 +Life expectancy at birth, in yvears

79 g ~~8hrinking-gap:-only 3-year— T

s _y .y 5 |
N e . Aol : 5
I TR ’T‘ L O s B B By B B B
1980 1985 1990 1995 2000 2005

@ Czech Republic
7x - Hungary
Poland

EU average
CEE average

1 ¢




Where to Connect at National Level?

* EU Presidencies (Troika)
— Past: for the fresh network
— Current: for the agenda
— Upcoming: for the agenda priority

* Foreign Affairs / Europe ministries

* Ministries of Economy, Industry, Technology, Science,
Labor, ...

* Foreign Direct Investment Agencies
* Federal states: regional governments / stakeholders
* Parliamentary networks



Conclusion

 Understanding competency lines
* National policy making through

EU platforms focused on umbrella or adjacent policy
areas

EU players with local affiliation

Coordinated approach by NGO or private sector
organizations mirroring EU/MS structure



