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I.  EAHP brief presentation of the European Institutions

Since 1 December 2009 and the Treaty of Lisbon, the Eurpean institutions and their functionning
have changed slightly. With a new Commission in place since February 2010, it is time to present to
readers of EAHP EU Monitor a basic explanation of “who does what” at the European political and
economic levels.

1. The European Commission (EC)
The European Commission is the European Union's executive body. It represents and upholds the
interests of Europe as a whole. It drafts proposals for new European laws. It manages the day-to-day
business of implementing EU policies and spending EU funds. The Commission also makes sure that
everyone abides by the European treaties and laws and checks they are properly applied across the
EU.

The European Commission is organised in Directorates General (DGs).

Pharmacy, pharmacists and pharmacy practice are dealt by the following DGs:

e Competition: for industry-related matters, mergers and acquisitions

e Employment, social affairs and equal opportunities: for work-related matters, for instance
those falling under the Working Time Directive

e Enterprise and Industry: for regulation of the pharmacy industry and GMP; responsible for
the European Medicines Agency (formally EMEA)

e Health and Consumers (SANCO): patient safety, medicines, etc.

e Information society and media (INFSO)- for eHealth

e Internal Market and Services: for freedom of movement and establishment. In charge of the
Directive on the Recognition of Professional Qualifications

e Research

2. The European Parliament (EP)
The European Parliament is the Community institution that represents the peoples of the Member
States of the European Union.

The European Parliament is the only directly-elected body of the European Union.

The 736 Members of the European Parliament represent the citizens. They are elected once every
five years by voters right across the 27 Member States of the European Union on behalf of its 500
million citizens.

The Parliament organises its work, through a system of specialised committees.

In many policy areas, decisions on new European laws are made jointly by Parliament and the Council
of Ministers, which represents Member States.

Parliament plays an active role in drafting legislation that affects the daily lives of its citizens: for
example, on environmental protection, consumer rights, equal opportunities, transport, and the free
movement of workers, capital, services and goods.

The EP also has joint power with the Council over the annual budget of the European Union.

Pharmacy and pharmacists are discussed on the following EP committees:
e Committee on Employment and Social Affairs — EMPL
e Environment, Public Health and Food Safety — ENVI
e Industry, Research and Energy — ITRE
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http://www.europarl.europa.eu/activities/committees/homeCom.do?language=EN&body=ENVI
http://www.europarl.europa.eu/activities/committees/homeCom.do?language=EN&body=ITRE

e Internal Market and Consumer Protection — IMCO

3. The European Council
The European Council has become an institution with the entry into force of the Treaty of Lisbon on 1
December 2009. It is composed of heads of state and the President of the Commission. It sets the
political agenda of the Union and gives impetus to integration. The Council’s President appointed for
two-and-a-half years. The European Council has gained executive power as the body to nominate the
Commission President and High Representative for EU Foreign and Security Policy. The body as a
whole has been described as the highest political body of the European Union.

The European Council consists of the
e Heads of State or Government of the Member States,
e |ts President
e The President of the Commission.
e The High Representative of the Union for Foreign Affairs and Security Policy takes part in its
work.

The European Council sets the general political direction and priorities of the European Union.
The Council is the main decision-making body of the European Union.

4. Council of the European Union
The ministers of the Member States meet within the Council of the European Union. The Council is
composed of 27 national ministers (one per Member State), but its composition varies depending on
the subject at meetings.

For example, where health is the topic to be discussed, the Council will be composed of ministers of
health of each Member State. They meet within the Employment, Social Policy, Health and Consumer
Affairs Council (EPSCO) deals with pharmacy and related subjects. They represent their governments
and accountable to their national political system. The Council of the EU shares legislative and
budgetary powers with the European Parliament and also leads cooperation over the second and
third pillars: common foreign and security policy and police and judicial cooperation in criminal
matters.

The Council of the European Union holds the executive and legislative powers and is therefore the
main decision-making body of the Union. Its presidency rotates between states every six months, but
every President cooperates with two other presidencies on a joint programme by the triplet system.

The Council of the European Union passes laws, usually legislating jointly with the European
Parliament.

The Council co-ordinates the broad economic policies of the Member States.

The Council and the European Parliament together constitute the budgetary authority that adopts
the Community’s budget.

5. Other organisations
e European Court of Justice (ECJ)
EU law courts
e European Court of Auditors (ECA)
Reviews the financing of the EU’s activities
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http://curia.europa.eu/jcms/jcms/j_6/home?PortalAction_x_000_userLang=en

e European Ombudsman
Investigates complaints about maladministration by EU institutions and bodies
e European Data Protection Supervisor
Supervises data protection in EU institutions and bodies and advises on data protection
legislation
e Financial bodies
0 European Central Bank
Responsible for European monetary policy
0 European Investment Bank
Arranges financing for EU investment projects
0 European Investment Fund
Help for small businesses

The organisation of the EU is governed by the Treaty of Lisbon which came into force 1 December
2009.

Please see chart below for an overview of the interactions between institutions.

Useful addresses:

European Commission:
http://ec.europa.eu/index _en.htm

Directorate General Health, European Commission:
http://ec.europa.eu/health/index _en.htm

Directorate General Enterprise and Industry, European Commission - pharmaceuticals:
http://ec.europa.eu/enterprise/sectors/pharmaceuticals/index_en.htm

EU legislation on pharmaceuticals:
http://ec.europa.eu/enterprise/sectors/pharmaceuticals/documents/eudralex/index en.htm

European Medicines Agency ¢ EMA (formally EMEA) :
http://www.ema.europa.eu/

European Parliament:
www.europarl.europa.eu

Council of the European Union:
www.consilium.europa.eu
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Il. How to better develop Ctelehealth¢ across Europe ¢ an industry opinion
Source: EurActiv

The European medical technology industry says fragmented legal systems are stifling the evolution of
IT solutions for healthcare across the EU.

The industry believes that telehealth solutions must be developed at EU and national level to help
combat growing financial and staff shortages in the European health sector.

However, it highlights several weaknesses within the current legal systems. COCIR, an industry group
representing the healthcare IT sector, has called on the European Commission and Member States to
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establish a single legal framework to overcome problems such as licensing, liability and cross-border

jurisdiction.

It also warns that Europe's current financial model for
healthcare is unsustainable and sees telehealth as a key
area for the future.

The group insists that telehealth methods will improve
detection of diseases, reduce mortality and hospitalisation
rates and empower patients to deal with their conditions.
But some doctors believe that an increase in the use of
technology could have a disruptive impact on clinical
practice and downgrade their role.

COCIR made its recommendation in a position paper

released in response to a recent Commission
Communication ! on telemedicine for the benefit of patients, healthcare and society.

The group calls for more cooperation between healthcare stakeholders to accelerate the adoption of
telehealth in routine clinical practice and increased funding for large-scale projects aimed at
evaluating the impact of healthcare IT solutions.

It also highlights the low level of integration of telehealth solutions in existing European systems and
recommends more dialogue in order to establish a sustainable economic model for telehealth.

/ h/ LwQa LJ2 Btth:fyviwady Yocirlallg/ug® a3 /documents/-40-
cocir_position paper on telemedicine - 17 february 2010.pdf

@ European Commission’s communication: http://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2008:0689:FIN:EN:PDF

Ill. EMA and FDA accept the submission of a single annual report on orphan products

Source: EMA
/ \ The U.S. Food and Drug Administration (FDA) and the
G European Medicines Agency (EMA) are moving forward in their
EUROPEAN MEDICINES AGENCY collaboration on orphan designations and are simplifying

administration.
I@A U.S. Food and Drug Administration
In recognition of World Rare Disease Day (the last day of
\ / February), the FDA and the EMA announced that they have
agreed to accept the submission of a single annual report from
Jrugs and biologicals) desighated for both the US and the EU.

Both regulatory agencies require the submission of an annual report for orphan designated products.
These reports provide information on the status of the development of orphan medicinal products,
including a review and status of ongoing clinical studies, a description of the investigation plan for
the coming year, any anticipated or current problems in the process, difficulties in testing, and any
potential changes that may affect the product’s designation as an orphan product.
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V.

This one annual report submission to both regulatory agencies is voluntary, and will only be
applicable to sponsors who have obtained an orphan designation status for their product both in the
EU and US.

Starting on 28 February 2010, sponsors may send the single Orphan Drug Designation Annual Report
to one Agency.

Both agencies have agreed to accept the reports on World Rare Disease Day, or, if the company
chooses, on its normal annual reporting date.

EU contribution to assessment of relative effectiveness by health technology
assessment bodies
Source: EMA

The European Medicines Agency and representatives from the European
network for Health Technology Assessment (EUnetHTA) Joint Action met
in London on 11 February 2010 for the first of a series of workshops. This
marks a new approach, in which the European Medicines Agency (EMA,
eu nethta formally, EMEA) and EUnetHTA will be considering how the European
Public Assessment Report (EPAR) could contribute better to the
assessment of relative effectiveness by health technology assessment bodies in the EU Member
States.

Relative effectiveness assessments are increasingly used in the European Member States to help
policy makers to identify the most valuable medicines. The collaboration between the European
Medicines Agency and EUnetHTA addresses one of the recommendations made by the
Pharmaceutical Forum® to improve the availability and best use of data relevant to relative
effectiveness assessment.

Focus of collaboration will be the EPARs, which are published by the European Medicines Agency for
every medicine authorised through the centralised procedure in the European Union. The EPARs
reflect the scientific conclusions reached by the Agency’s Committee for Medicinal Products for
Human Use (CHMP) at the end of the evaluation process, after deletion of commercially confidential
information.

The European Medicines Agency and EUnetHTA will be considering how the information on the
assessment of the risks and the benefits of a medicine contained in the EPARs can best be used in the
assessment of the relative effectiveness of new medicines carried out by health technology
assessment bodies in the Member States.

This new collaboration is in line with a broader initiative at the European Medicines Agency aimed at
facilitating access to EPAR information by stakeholders. As part of this, the CHMP recently revised its
assessment report templates and continues to look at new ways to improve the transparency of the
scientific assessment.

(2) See http://www.eahp.eu/News/Our-News/EU-Pharmaceutical-Forum for more details on the
Pharmaceutical Forum
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V. News in brief

1) GE Healthcare launches eHealth and health information exchange portfolio in Europe
Source: eHealthNews.eu

End of 2009 the company GE Healthcare launched a new global business unit chartered at providing
advanced eHealth solutions and services to healthcare providers, health insurances and
governmental agencies. These solutions aim to simplify the collection and exchange of data among a
large variety of legacy clinical systems, including imaging products (RIS/PACS - Radiology Information
System/Picture Archiving and Communication System), Hospital Information Systems (HIS), Electronic
Medical Records (EMR), Laboratories, Pharmacies and other devices involved in diagnostic or patient
monitoring.

By facilitating access to complete patient data across multiple locations and systems, eHealth
solutions aim to go a step further towards evidence based medicine, which will result in enhanced
quality of care, improved productivity and reduction of costs and medical errors.

All of GE Healthcare's connectivity technologies rely on full implementations of the IHE (Integrating
the Healthcare Enterprise) international standards such as XDS (Cross Enterprise Document Sharing),
DICOM and HL7, in order to collect and aggregate patient data produced by various sources, often
constituted of legacy heterogeneous products. Once consolidated as health records in a global
repository, clinical data can be Web-accessed by either physicians or patients, under strict security
and privacy mechanisms. Care and disease management products are also available to analyze the
efficiency of care pathways for chronically ill populations and to remotely monitor patient health.

2) 9a! Qa w2l R al Ll 42 wnmp 2LISYy F2NJ Lzt AO O2yad#f i
Source: EMA

The European Medicines Agency (EMA) released on 26 February 20010 for
public consultation its proposed strategic Road Map to 2015. The new plan
builds upon the successful objectives of the 2005-2010 strategy and continues
to focus on the “high-quality delivery of the Agency’s core business in an
increasingly complex regulatory and scientific environment”.

In the new plan, priority areas have been identified to strengthen the Agency’s
role in protecting and promoting human and animal health in the European
Union. Priorities include:

e Addressing public health needs by stimulating research and medicines development in areas of
unmet medical need or for neglected and rare diseases; facilitating new and innovative
approaches to the development of medicines; implementing effective preparedness plans to deal
with public health threats.

e Facilitating access to medicines by addressing the high attrition rate during the process of
developing medicines; improving the Agency’s model for the assessment of benefits and risks of
medicines; improving the quality and scientific and regulatory consistency of the medicines
review process.

e Optimising the safe use of medicines by strengthening the evidence base on the benefits and risks
of a medicine following its authorisation; applying novel pharmacovigilance methodologies and
risk minimisation tools; taking patient experience into account for improved decision-making;
becoming a reference point on information about medicines evaluated by the Agency.
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The EMA invites European and international partners, stakeholders, including patients’ and doctors’
organisations as well as pharmaceutical industry and the public to submit their views on the
document The European Medicines Agency Road Map to 2015: The Agency’s contribution to Science,
Medicines, Health. For this purpose, the EMA has created a Comments form which should be
returned to the EMA by 30 April 2010.

Consult the European Medicines Agency Road Map to 2015:
http://www.ema.europa.eu/pdfs/general/direct/directory/29989509en.pdf

Feedback form available here: http://www.ema.europa.eu/

Please note that EAHP is not responsible for the content of sites or publications mentioned in this
publication.

The EAHP EU Monitor is distributed to EAHP members and is produced for the internal use of
organisations, institutions, authorities and departments interested in developing hospital pharmacy
and to establish a common pharmaceutical policy in Europe. It is entirely produced by EAHP, without
external financial support.

Comments and suggestions are welcome: ed@eahp.eu

EAHP, 2 March 2010
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