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Country Report: GERMANY

1 Executive Summary

Overall target of German health policy: modernise the health system with ICT

The overall target of the German eHealth strategy is the modernisation of the healthcare system
using information and communication technology, with the following objectives: establish more
citizen-oriented services, support patient-centred care, improve quality and services, reduce
costs, and provide better data for health system management. The underlying concept of the
German eHealth strategy is the “citizen-managed, personal electronic health record”. The infra-
structure of the national eHealth system under implementation will consist of connected Virtual

Private Networks (VPNSs), and special centralized infrastructure services.

eHealth strategy: finance eHealth infrastructure development with key applications

The strategy for achieving the modernisation targets builds upon two pillars. The first pillar is to
establish an ICT infrastructure financed by one or a few applications, so that other applications
can build on the infrastructure without having to bear those basic costs. The German Federal
Ministry of Health considers the following priority applications of key importance in this respect

and as having a strongly positive benefit/cost ratio:
online verification of insurance status (mandatory for citizens),
transmission of (drug) prescriptions (mandatory for citizens),
drug interaction and contraindication checks (voluntary for citizens).

The second pillar of the German eHealth strategy is the implementation of a (voluntary) private
electronic patient record and other applications, step by step, using the established infrastruc-
ture. This strategy has implicitly been included in the 2003 Law for the Modernisation of Statu-

tory Health Insurance.

Overall investment costs of up to 2 billion Euro envisaged

The costs of the development stage are estimated between 100 and 150 million Euro from 2004
to 2007, the overall investment costs will be 1.5 to 2 billion Euro — not counting change man-
agement costs in various areas. The estimate for reaching the break-even point for a positive

return on investment is about five years.
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2 Healthcare system overview

2.1 Basic facts and features of the German healthcare system

Main decision making level for health care policy in Germany

Supporting the development and implementation of cross-border eHealth activities is one of the
core objectives of the eHealth ERA project. This can only be achieved in a meaningful manner
when the specificities of policy making in Member States, the structural elements of national

health systems and their key actors are known.

Germany is a federal state with three levels of government: The Federation (Bund), 16 States
(Lander), and several hundreds of local governments (municipalities and counties). A fundamen-
tal characteristic of the German political system in general and the health care system in particu-
lar is the sharing of decision-making powers between the Lander and the federal government.
Legislation takes place at the federal and the L&nder level; implementation of legislation is
mostly through the various bodies of health system self-administration (cooperation of social
health insurance associations, statutory medical and dentists associations, pharmacy associa-

tion, patient representatives) and, with respect to hospitals, at Lander level.*

Main healthcare service delivery systems in Germany

Social insurance: Today’s health system in Germany is based on social health insurance, “so-
cial” meaning that it is organised by the state and supposed to cover, on a mandatory base up to
a certain level of income, the whole of the population.? Health related law is codified in the 5"
book of the Social Law Book (Sozialgesetzbuch, 5. Buch). The system is financed by three co-
existing schemes: statutory health insurance based on salary income with contributions equally
by employers and employees and free coverage of dependants (spouse and children), private
health insurance, and governmental schemes. In 2003, 87% of the population were covered by
statutory health insurance — thereof 77% mandatory membership and 10% voluntary —, 10% by
private health insurance and 2% by governmental schemes.® There is no single insurance fund
but about 250 public sickness funds’ that collect the contributions to the statutory insurances for
health and long-term care. They also negotiate contracts with health care providers.® In addition,

about 50 private health insurance companies operate in the market.

European Commission, DG Information Society and Media (2005), p. 79

Except for those with a high income or small business owners and freelancers who opt for private insurance cov-
erage. The number of uninsured persons has increased considerably in recent years.

®  See Grosse-Tebbe (2004), p. 25.
*  As of 1 December 2004.
®  See Grosse-Tebbe (2004), p. 26.
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Corporatism: The German health care system is highly decentralised, with the most striking
component being the delegation of executive rights to non-governmental corporatist bodies.
They are the main actors in the social health insurance system: the physicians’ and dentists’
associations on the providers’ side and the sickness funds and their associations on the pur-
chasers’ side. The Federal Ministry of Health proposes the health acts that — when passed by
parliament — define the legislative framework of the social health insurance system. It also su-
pervises the corporatist bodies and — with the assistance of a number of subordinate authorities
— fulfils licensing and supervisory functions, performs scientific consultancy work and provides

information services.®

Ambulatory care: Ambulatory health care is mainly delivered by General Practitioners and spe-
cialists in private practice. Patients have an unrestricted choice of physicians, dentists, pharma-

cists and emergency care.

Hospital care: Acute inpatient care is delivered by a mix of public, private and independent non-
profit hospitals. Hospitals are financed on a dual basis: investments are planned by the govern-
ments of the 16 Lander and subsequently co-financed by the Lander and the federal govern-
ment, while sickness funds finance recurrent expenditures and maintenance costs. Since Janu-
ary 2004, the German adaptation of the Australian system of Diagnosis-Related Groups (DRG)
has been introduced as the sole system of paying for recurrent hospital expenditures, except for

certain cases and for psychiatric care.” In 2008, it will become mandatory for all hospitals.

Funding: In 2002, health expenditure in Germany comprised 10.9% of Gross Domestic Product
(GDP), ranking third among countries in the Organisation for Economic Co-operation and De-
velopment (OECD).? High expenditures are accompanied by high quality: In international com-
parison, the population enjoys equal and easy access to a health care system offering very
comprehensive benefits at all levels of care. However, there are doubts whether the high spend-
ing on health translates into a cost-efficient use or resources. Despite various cost-containment
measures, revenues grew less than expenditure, and sickness funds ran into recurrent deficit in

recent years.’

Exhibit 1 on the following page depicts the above sketched main organisational relationships of
key actors in the German health system for 2005. For a more comprehensive and detailed de-

scription the reader should refer to the source mentioned for the graph.

See Grosse-Tebbe (2004), p. 25.
See Grosse-Tebbe (2004), p. 26.
See Grosse-Tebbe (2004), p. 26.
See Grosse-Tebbe (2004), p. 28.
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Exhibit 1: Organisational relationships of the key actors in the
German health system (2005)
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2.2 National level health goals

Main issues and strategic targets of the national healthcare policy and implementation in

Germany

Financing issue: The main health policy issue in Germany concerns the future financing of the
system, particularly how to stabilise its financial situation without further increasing the cost of
labour (because insurance payments are a percentage levy on salaried income borne partly by
the employer). Cost constraints arise for various reasons. As the German Minister of Health put
it in a speech in early 2006: “Developments in medicine, pharmacology and medical technology
along with demographic and economic changes will put further pressure for rationalisation
measures on our health care system.”® As regards the ageing population, the Old Age Depend-
ency Ratio, which is the population above 64 divided by the population aged 15-64, is predicted
to double from 0.23 in 2000 to 0.47 in 2050 in Germany.

Funding schemes: Presently the German health system is financed by a levy of about 14% on
all employment income — up to a monthly income of around € 4,000 — and shared equally
among employer and employee. Various options are under discussion how to deal with the fi-
nance challenge, such as a fixed per capita charge paid by all who are presently insured, with
children and persons on welfare covered from general tax sources, or a levy based on all types
of income by all citizens independent of their employment status. Mixed systems are also under

consideration, but no final political decisions are to be expected before the end of 2006.

Efficiency improvements: In order to improve quality and at the same time efficiency of service
provision, a reimbursement system with lump sum payments based on Diagnostic Related
Groups (DRGs) has been introduced to the hospital sector. Payments for family and specialist
physicians for ambulatory care are guided by a fee-for-service system based on a so-called Uni-
fied Assessment Factor (Einheitlicher BewertungsmalRstab, EBM). However, this factor is only
used to distribute a specific budget among various types of physicians, it does not carry a fixed
value. Quality improvement schemes, such as minimum annual numbers for specified surgical
interventions per hospital, publishing of data on hospital activities, outcomes and the like are
underway. A new federal institute for quality and economic efficiency of health service provision
was established in 2004. The average length of stay in hospitals is decreasing continuously, and
it is expected that up to 25% of hospital beds will disappear in coming years. There is a strong
trend towards more competition, greater specialisation, and at the same time also more inten-

sive networking among service providers.

% German Health Minister Ulla Schmidt on “Health Policy and Health Economics in Germany”, 27 January 2006.
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Major currently running national programmes for public health and healthcare system

development

The main current strategy and programme for healthcare system development is set down in the
Law for the Modernisation of Statutory Health Insurance (Gesetz zur Modernisierung der Ge-
setzlichen Krankenversicherung - GKV-Modernisierungsgesetz - GMG) which was initiated by
the Federal Ministry of Health. This Law revised and "modernised” the 5th Book of the "Social
Law Book"; this book deals with the Statutory Health Insurance and dates from 1988. Main

objectives set forward are the following:

improve efficacy and quality of care for chronically ill patients ("Volkskrankheiten" - diseases

affecting large parts of the population),
restructure the statutory health insurance sector,
reorganise the financing of the health system

in order to improve the quality of care and at the same time, reduce the insurance premium as

well as strengthen patient sovereignty.

The GMG also codified the modernisation of the health system through electronic applications.
A new § 291a provides extended regulations for the introduction of an electronic health card. §
67 on “electronic communications” provides that the health service providers should replace the
transmission of diagnoses, therapy recommendations and other documents by electronic
means; 8§ 68 grants insurance funds the right to introduce electronic patient files (elektronische

Patientenakte).

The GMG law was passed on 17 October 2003 and became law on 1 January 2004.

' hitp://bundesrecht.juris.de/bundesrecht/sgb_5/gesamt.pdf; http://217.160.60.235/BGBL/bgbl1f/bgbl103s2190.pdf
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3 Strategic eHealth plans and policy measures

3.1 National eHealth policy

3.1.1 Main actors

Ministries playing a role in influencing national eHealth policy

The core actor in defining and setting the framework conditions of the national eHealth policy is
the Federal Ministry of Health (Bundesgesundheitsministerium - until 2005 Federal Ministry of
Health and Social Security, Bundesministerium fur Gesundheit und Soziale Sicherung, BMGS).
On the Lander level, there are also Ministries of Health in every Land, often combined with re-

sponsibilities for social affairs or other policy fields.

Execution rests with the so-called self-administration bodies of medical doctors, dentists, insur-
ances, hospitals, pharmacies and others. In the event that they cannot agree on details by a set
date, the Federal Ministry may set a final date and specify itself the execution details ("Ersatz-

vornahme").

3.1.2 eHealth Roadmap: background, targets, progress, prospects

The German eHealth roadmap and corresponding government-level strategic documents

Modernising health insurance by law, 2003: The German eHealth strategy is implicitly included
in the Law for the Modernisation of Statutory Health Insurance of November 2003. This law pro-
vides for the introduction of an Electronic Health Card (“Gesundheitskarte”) and the establish-

ment of institutions deemed necessary for a successful implementation:

Patient identifier: Establishment of a Trust Centre for the Health Insured Number (Ver-
trauensstelle Krankenversichertennummer) to develop a safe system to determine a unique
number for each German citizen (based on a mathematical algorithm deriving the number

from the social security number) which meets all data protection requirements (8 290).

Electronic Health Card: Introduction of an electronic health card with details about applica-
tion fields, patient and other rights and obligations, implementation of the necessary informa-

tion, communications and security infrastructure (8 291a).
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“Competence Centre”: Establishment of a Society for Health Telematics (gematik - "Gesell-
schaft fir Telematik”) to plan, implement and manage the necessary eHealth infrastructure

services (8 291b - through an amendment in 2005).

eHealth strategy paper, 2005: In July 2005, the Federal Ministry of Health and Social Secu-
rity summarised its overall position concerning strategic eHealth developments in a paper
entitled “The German eHealth Strategy”. It formulates the policy intentions and perspectives
of the above mentioned legal provisions implicit in Germany’'s eHealth strategy in a non-

judicial way.

The paper describes the target of the strategy as follows: “The healthcare system in Germany is
a system with a pressing demand for intensive communication between the different actors with
the aim of achieving better collaboration and thus numerous positive results for the health of the
citizens, the healthcare system and the State’s economic situation.” The overall target of the
German eHealth strategy is the modernisation of the healthcare system using information and
communications technology, with the following objectives: establish more citizen-oriented ser-
vices, support patient-centred care, improve quality and services, reduce costs, and provide

better data for health system management.

Two pillars of modernisation: The strategy for achieving the modernisation targets builds on two
pillars. The first pillar is to establish an ICT infrastructure financed by one or a few applications,
so that other applications can build on this infrastructure without having to carry those basic
costs. The Ministry considers the following priority applications as having a positive benefit/cost

ratio:

online verification of insurance status (mandatory for all citizens insured in the public system
— important for reimbursement, e.g., when a patient takes part in a disease management

programme, or for co-payments),
transmission of (drug) prescriptions (mandatory),

drug interaction and contraindication checks (voluntary like some of the other envisaged

applications).

The second pillar of the German eHealth strategy is the implementation of a private electronic

patient record and other applications, step by step, using the established infrastructure.

Electronic Health Card: The basic underlying concept of the German eHealth strategy is the
“citizen-managed, personal electronic health record”. This personal electronic health record is
offered and operated by the healthcare system, is defined by law and by contracts entered into
by the self-administered healthcare system at the federal level. The data are usually provided

and used by healthcare professionals in the form of electronic copies of the original documenta-
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tion. For access to the personal electronic health record, a specific smart card is used as the
citizen's tool to access and manage data in a trustworthy and secure way. This card will not be

used for non-health related purposes.

Mandatory applications: The law defines mandatory and voluntary applications and data that
can be managed using the Electronic Health Card as an access tool. The mandatory applica-
tions are introduced in the first step; the voluntary applications will become available later. The

mandatory applications are [see § 291a (2)]:

provision of administrative data (data identifying the citizen and his or her insurance status,

address etc.),
provision of information about share of private co-payments,
transmission of electronic prescriptions,

provision of data required by European regulations*? for having access to medical treatment
in the Member States of the EU (in Germany the data will not only be visible but also stored

on the chip, thereby creating an “Electronic European Health Insurance Card” - e-EHIC).

Voluntary applications: § 291a (3) describes a number of features the Electronic Health Card

also “must be able to support” if a citizen gives informed consent to this:
so-called emergency data set (minimum health data set),

electronic physician letter (elektronischer Arztbrief): transfer of various messages on test
results, diagnoses, suggested therapies, treatment reports and similar to support patient-

centric services of providers,
full documentation on all prescribed or otherwise bought or taken drugs,

electronic patient record (elektronische Patientenakte): integrated documentation of data on
test results, diagnoses, therapies, treatments and immunisations covering all interventions

across all service providers,

integration of data supplied by the patient or third parties (e.g., on blood sugar level, patient

testament and similar),

electronic administration of mandatory private co-payments.

Implementation roadmap and main players expected to participate

The Electronic Health Card will be introduced in four steps:

12 see Regulation 1408/71 on the coordination of social security systems in the EU and related documents.
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Step 1: Tests in central test laboratory.

Step 2: Practical user tests with test data

Step 3: Tests with 10,000 users in test regions with real data
Step 4: Tests with 100,000 users in test regions with real data

The eHealth strategy paper foresees a well-structured roadmap for implementing the applica-
tions, functions and services of the Electronic Health Card in Germany. Steps 1 and 2 are under
way or planned, and pilot implementations operating at the regional level (8 model regions, test
regions) have been selected and are ready to test the overall Electronic Health Card concept
and potential variants beginning in 2007. The preparation for practice tests in some of these
selected regions and environments has already started (“mini-tests”, field trials). The pilot tests
have the character of an introductory test with the option for improvements and extensions. If
the set-up of a test is sound and solid, the test will migrate to full introduction in the region. The
gradual implementation of first applications will begin in 2007 and be carried out on a step-by-

step basis by region, by application, by function, and by infrastructure service.

Preparation and implementation work towards developing the eHealth roadmap
The steps towards the present state of affairs were the following:

Working group on Telematics Applications in the Health Sector of the German national initia-
tive “Forum Info 2000”, 1996 to 1998."

Action Forum Telematics in the Health Sector (Aktionsforum Telematik im Gesundheitswe-
sen, ATG)" 1999 to 2004; as of January 2005 GVG Committee on Health Telematics (GVG-

Ausschuss , Telematik im Gesundheitswesen").

Action Programme of the Federal Government "Innovation and New Jobs in the Information
Society of the 21st Century" (Aktionsprogramm der Bundesregierung fir "Innovation und Ar-
beitsplatze in der Informationsgesellschaft des 21. Jahrhunderts") of 1999 detailing, among
many other fields of activities, various measures planned to promote and implement eHealth
applications. The trigger was a Federal Government Information Society policy statement of
10 November 1998.

This programme was updated and extended in the Action Programme of the Federal Gov-

ernment "Information Society Germany 2006" of 2003 (Aktionsprogramm der Bundes-

¥ The results of this working group were published in a report on "Telematics Applications in the Health Sector:
Priority Utilisation Fields, Potential for Improvement and Recommendations for Actions"; Nomos Publishing Com-
pany, May 1998.

14 see http://ehealth.gvg-koeln.de/.
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regierung "Informationsgesellschaft Deutschland 2006")* which details for the first time in
considerable depth eHealth strategic aspects, stakeholders to become involved, measures

to be implemented and projects to be initiated.

Looking backwards, the creation of a group to prepare the implementation of the Electronic

Health Card within the framework of the Aktionsofrum Telematik im Gesundheitswesen (ATG) in

2002 can be considered as the beginning of implementing the Electronic Health Card.

Progress in the implementation of the national eHealth roadmap

The Federal Ministry of Health itself is not responsible for the implementation of infrastructure,

services and applications — this task is incumbent by law on the self-administration system as

explained above. However, the Ministry initiated a number of activities to support the roadmap

implementation process. Development projects made the first contributions towards infrastruc-

ture, concepts and architecture:

The research project “Better IT for better health” (blIT4Health) that ran from mid-2003 to
2004 worked out and proposed a generic component-model framework architecture. The
project included the following actors: IBM, SAP, Fraunhofer Institute for Labour Science and
Organisation, Inter Component Ware and Orga. The project was funded by the Federal Min-

istry of Health. The project had no implementation mission.

“Solution Outline” was a three-month project that followed the bIT4Health project in order to
make its results more practice-oriented, defining steps towards implementation. Solution
Outline developed a project plan for concept and architecture definition and health card
specification. The plan was not meant to be a strict implementation plan with fixed mile-

stones, but an aid for someone drafting an actual implementation plan.

In March 2005 (Cebit trade exhibition), the results of these two projects were handed over to

the newly founded Society for Health Telematics (gematik).

In mid-December 2005, a usability laboratory for testing the Electronic Health Card and its
applications was established at gematik. Laboratory tests of the basic functionality of the
smart card were undertaken in 2006, allowing the “real” tests to begin early in 2007. One af-
ter the other, all the additional functions will first be tested in the laboratory, and then under
real-life conditions. The first application to be tested is electronic prescription. Emergency

data of patients (or rather: “medical basic data”) are meant to follow soon.

The second stage, i.e. field trials in eight German regions, were supposed to start in autumn

2005 but these were delayed to the later part of 2006. In early 2006, the German federal

15

See http://www.bmbf.de/pub/informationsgesellschaft_deutschland.pdf.
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minister for health, Ulla Schmidt, announced that the trial should be extended to cover
100,000 users during the second half of the year. The final date for the nationwide introduc-

tion has not yet been fixed, she said.
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Preliminary plans or experiences in extending eHealth implementation to social care

Presently, no applications beyond the medical field are foreseen. People in need of social care,
e.g., old and frail people, may benefit from these eHealth measures, but only to the extent medi-
cal issues are concerned. The law specifies that only physicians, dentists, pharmacists and em-
ployees / support personnel under their supervision as well as others delivering health-related
services prescribed by a medical professional (like masseurs, sellers of orthopaedic equipment
etc.) may access data related to the mandatory applications of the Electronic Health Card. Ac-
cess to data of the voluntary applications is even more restricted and excludes those delivering

health-related services prescribed by a medical professional.

Existing or planned eHealth cooperation of Germany with other Member States

With regard to cross-border cooperation in the field of eHealth, the German Federal Ministry of

Health established one informal agreement and some further activities are planed.

France: There is an informal agreement — i.e., a handshake between the French and German
ministers for health which is a declaration of intent, but no formal contract — with regard to the
access to and use of emergency data by ambulances. French ambulances, when helping a
German patient, shall have access to the emergency data of that patient from his or her German
Electronic Health Card. Proceeding with actual implementation will not be the task of the Minis-
tries but of the institutional partners involved on both sides of the border, i.e. insurance funds,
hospitals, rescue services and others. The Federal Ministry of Health could only fund a research

project related to the activity.

Austria: There is a suggestion to link the electronic health networks of parts of Bavaria in Ger-
many and neighbouring Tirol in Austria. Insurance data are to be retrieved cross-border. In Aus-
tria, such electronic access to insurance data is already in place since 1 December 2005. In
Germany it will be possible as soon as electronic prescription is working. The present barrier is
the 'connector' specification for Germany. The connector is a kind of 'black box' device allowing
each participant in the electronic exchange of messages to connect to the respective national
eHealth virtual private network (VPN) independent of the electronic equipment and software
being used. The German version is under development with the support of Austrian researchers.
On paper this function is almost ready to work. The participants in a concrete project are not yet

defined, but talks on various levels are planned.

The Netherlands: Between Germany and the Netherlands there is the idea to initiate a common
project to facilitate the exchange of electronic physician letters (elektronischer Arztbrief). The
contents of the letters are not at issue, but rather their secure transmission. The core problem is

ascertaining whether one communicates with a registered physician who acts on behalf of a
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certain patient. The project is to prepare the actual transmission of electronic physician letters.
How do the physician letters have to be encrypted and signed, and what technical and adminis-
trative processes need to be in place? Currently, there are talks on different political levels going
on, involving, for example, health insurance funds, physicians’ associations, the Centre for
Telematics (ZTG) in North Rhine-Westphalia (NRW), and the State Ministry for Health in NRW.

There is not yet a declaration of intent.

Denmark: There is also an unspecific inquiry from Denmark related to eHealth. The Danish side
is interested to establish a project with the Northern German state of Schleswig-Holstein, based
on already existing co-operations with hospitals in this state. The project would concern the use

of Danish infrastructural approaches for exchanging medical data.

3.1.3 Dissemination and co-ordination activities

Activities for making the national eHealth roadmap more widely known

The roadmap for implementing the Electronic Health Card has been published by various means
and by the several organisations involved. The federal government focuses its eHealth dissemi-
nation activities on the Electronic Health Card that constitutes the backbone of the federal
eHealth strategy. There is a dedicated website for the Health Card at http://www.die-
gesundheitskarte.de, an extensive brochure is available, and the Federal Ministry of Health
regularly issues press news about advances in Health Card implementation. The federal gov-
ernment is not distributing the eHealth Strategy paper widely. The paper is distributed to people

inquiring about precise information on the federal eHealth strategy.

Recently, in April 2006 two calls for tender were issued by the federal health ministry to start a
PR campaign to publicise the eHealth strategy and its implications to professional audiences
and to accompany its further implementation - focusing on online media, and to undertake vari-
ous marketing activities to inform the citizens and the public at large about the electronic health

card, its functions, conditions for use and the benefits expected.

The eight test regions of the Electronic Health Card organise their own dissemination activities.
They have a working group that develops common activities. Their co-ordination activities are

voluntary.

An important channel for distributing information about the Electronic Health Card is the Initiative
D21 which has a website about electronic health issues. Initiative D21 is a project undertaken by

companies from different industries whose aim is to accelerate the transition from industrial so-
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ciety to information society.’® There are also the magazines and papers of other health system
actors, e.g. member magazines of the physicians’ and pharmacies associations as well as pub-
lic magazines, e.g., for pharmacy customers. There may also be common public relations activi-

ties in the future but there does not yet exist a comprehensive marketing concept.

Means available to the general public for expressing their opinions on eHealth policies

and plans

There are no particular means for the general public for expressing their opinions about eHealth
policies in Germany. The citizens can use the means common in democracies, e.g., writing to
and calling Members of Parliament and the Ministry of Health. The Federal Ministry of Health
has a citizens’ hotline (Burgertelefon) and an independent representative for patients’ issues

(Patientenbeauftrage™).

3.2 Investment and reimbursement framework

Investments for the implementation of eHealth systems and applications supported or
funded

gematik: The specification, establishment and operation of an interoperable eHealth infrastruc-
ture is undertaken by a specialised company named gematik (Gesellschaft fur Telematikan-

wendungen — Company for Telematics Applications'®),

located in Berlin. gematik has to define
the technical framework and the security concept, the content and structure of data records, the
test and certification procedures for hard and software products or components, if these are

necessary for an interoperable and compatible infrastructure.

gematik is owned by all the contractual partners of the self-administered healthcare system at
the federal level. As required by the 2005 law, there is a contract created among them about
how to finance gematik, the initial set-up (definition, test, roll-out) of the infrastructure, and the
operational phase of the infrastructure, including some special rules on how to finance infra-
structure investments in hospitals. The financial regulations are complex, but follow these gen-

eral rules:

® see http://www.initiatived21.de/english/lighthouse/healthcard.php "Promoting the Acceptance of the Electronic

Health Card". The Initiative D21 is Germany’s largest public private partnership. More than 400 representatives of
enterprises, associations, parties, political institutions and other organizations are currently involved. The shared
goal is to improve the general conditions necessary to move successfully into the information and knowledge so-
ciety and to make Germany more internationally competitive and ready for the future.

http://www.die-gesundheitsreform.de/glossar/patientenbeauftragte.html
http://www.gematik.de/
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a) During the definition and test phase, lump sums are paid to the participating healthcare pro-
viders (€ 6,200 for doctors who are in private practice; € 56,000 for hospitals; and € 5,750 for

pharmacies to cover the expenditures for new equipment, training and running costs).

b) During the operating phase hospitals will add two supplements to each bill for inpatients, one
as a contribution to the costs of the gematik, another one (telematics surcharge) to cover their
own additional eHealth-related costs. All other providers are allowed to charge an extra fee to

the health insurance funds every time the infrastructure services are used (transaction charges).

gematik's equity is financed in equal parts by health insurance funds (45% statutory, 5% private)
and healthcare providers. For decisions, a majority of 67% of the shares is required. The Law
provides for an Advisory Board comprised of four representatives of the federal states (‘Lander’),
three from patient organisations, three from scientific organisations, three from industry, as well
as the Federal Commissioner for Data Privacy and the Federal Commissioner for Patients' Af-

fairs.

The Federal Ministry of Health has the right to demand the elimination of identified shortcomings
in gematik's implementation decisions and to set deadlines. If such deadlines are not met, the

Ministry is entitled to make all necessary specifications by ordinance.

Prospective modification of reimbursement schemes: In the future, there will be more medical
documentation necessary than was usual in Germany in the past, in order to allow third-party
providers to treat an unknown patient. There will have to be more structure in and more stan-
dardisation of data, implying that medical personnel will have to more carefully document medi-
cal data in electronic media. This immediately leads to increased efforts and use of time in this
respect while the benefits may occur in the future and for other participants (for example in Pub-
lic Health or research). Therefore, the actors are likely to seek a compensation of such in-
creased efforts, which will take place in modified or new Disease-Related Groupss (reimburse-
ment codes for hospitals) or Unified Assessment Factor (EBM) figures (for general practitio-
ners). These will have to be negotiated by the associations and insurance funds involved. The

Law allows the re-negotiation of operational or transaction-related charges on an annual basis.

Investment from Regional Funds, Structural Funds, World Bank, PHARE Programme,

Specific national credit programmes, other sources

In Germany there is no eHealth investment in the country from the following funding sources:
Regional Funds, Structural Funds, World Bank, PHARE Programme, Specific national credit

programmes.
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Reimbursement schemes to support the diffusion and implementation phase of eHealth

applications

No additional schemes beyond those already discussed above are foreseen.

Types of eHealth services eligible for reimbursement

There are no particular eHealth services yet that are eligible for reimbursement (beyond pay-
ments for telephone or similar contacts after initial examination in the physician's office). They
may be introduced as appropriate in the course of implementing on a broader level the various

functions to be supported by the Electronic Health Card.

Commercial in confidence 20 of 41 © empirica / eHealth ERA project



Country report Germany

g

4 eHealth deployment status

4.1 eHealth infrastructure
4.1.1 Physical networks

Physical networks available for supporting the provision of eHealth services

The full planning for the central infrastructure of the German eHealth system has not yet been
finalised, but it will consist of connected Virtual Private Networks (VPNSs), and special centralized
infrastructure services. The local infrastructure set-up consists of adapted or updated hard- and
software in doctors' offices, hospitals, pharmacies and other locations, specially dedicated se-
cure connectors interfacing the local or institutional system(s) and card terminals (for both pa-
tient and health professional cards) to the national network. This architecture is described in the

following exhibit. The infrastructure set-up will probably cost about 1 — 1.5 billion euro.

Exhibit: Planned infrastructure for the Electronic Health Card - solution architecture
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Translation of core terms: Dienstenutzer = service users, Diensteanbieter = service providers, Praxis = GP, Kranken-
haus = hospital, Apotheken = pharmacies, Versicherter = person insured, Arzt = physician

Source: German Federal Ministry of Health
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For information flows between infrastructure components, cryptographic techniques will be ap-
plied, including for authentication, using (qualified) digital signatures. It will be assured that a
patient's data can only be used with his or her consent. A private key stored on the Electronic
Health Card must be used by the citizen himself to read the decrypted data or to have them read

by a care provider.*

The architecture includes linked intranets as well as, in the case of electronic public kiosks for
access by patients not having internet access at home, extranets. A network covering all of the
country is being set up. Once established, the infrastructure will be used for additional eHealth
applications. A core feature is meant to be an electronic health file (elektronische Patientenakte)
managed by patients or citizens, when appropriate together with their physicians. Besides data-
entry by medical professionals, the patients can be in charge of a separate application with data

of their own choice entered by them.

4.1.2 Legal and regulatory framework

National legislation addressing data protection, telecommunications, digital signatures,

eHealth service provision and health-IT product liability

In Germany, there is national legislation addressing data protection, telecommunications (with
regard to data protection and confidentiality), digital signatures, telemedicine and eHealth ser-

vice provision, and product liability of health IT.

The legal framework for the Electronic Health Card is defined on the federal level in the Social
Code V (88 290-291). The law provides for a new lifelong patient identifier which identifies the
citizen, independent of where he or she is insured, for purposes of the healthcare system and
the introduction of an Electronic Health Card (Gesundheitskarte). The Card functions as the
citizen's tool for managing applications and personal medical data. The law defines mandatory
and voluntary applications that can be managed using the Electronic Health Card as an access

but also data carrying tool.

To protect citizens' private data, the law describes citizens' rights and means of protecting their
data. Citizens' rights and data privacy are legally ensured by the citizen’s consent (to be docu-
mented on the Electronic Health Card) to who may or may not have access to his or her data,
regulations for logging access (at a minimum the last 50 accesses have to be logged), prohibi-

tion of non-care related utilization, and prohibition of confiscation of health-related personal data.

9 Bundesministerium fiir Gesundheit und Soziale Sicherung (2005): The German eHealth Strategy. Berlin/Bonn,
July.
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4.1.3 Education and training on ICT

Education programmes on the national level to promote the acquisition of general or

eHealth-specific) ICT skills by the general population

Around 1,000 organisations in Germany offer examinations for the European Computer Driving
License (ECDL). The Land Hesse has been the first German state to adopt the ECDL to the

teaching curriculum for secondary level students at school.

Education programmes on the national level to promote the acquisition of general or

eHealth-specific ICT skills by health care professionals

In spite of long-standing activities to integrate health telematics into the standard medical study
curriculum, it is not yet a mandatory part of a doctor’s education. Nevertheless, in the framework
of medical training at universities, there are various courses in medical informatics offered at
some medical schools. In the framework of care studies at universities and universities of ap-
plied science (Fachhochschulen - FH), in some locations, there are courses in health informatics
or care informatics available. With health-related business studies, there are some courses in

hospital informatics or informatics of the health system.

Moreover, there are specialised post-graduate study programmes in Management (e.g., Univer-
sity of Heidelberg) for physicians after their general training. There are also some MBA pro-
grammes in health that include information and process management lectures (e.g., at the Uni-

versity of Applied Sciences Osnabriick).

Success stories with regard to the provision and acquisition of eHealth-related skills

Success stories of the provision of eHealth-related skills are the abovementioned study pro-
grammes of the University of Heidelberg and the FH Osnabriick MBA Healthcare Management.

In the latter, IT forms part of the requisite studies.

"Health ICT specialist" and "Chief Information Officer" as a job profile

There is a training course for the degree of "Medical Computer Scientist" (Medizinischer Infor-
matiker) at the University of Heidelberg, the FH Heilbronn, and the FH Stralsund. There is also a
training to become a Computer Scientist with a focus on medical informatics, e.g. at the FH

Dortmund and the FH Mannheim.
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4.2 eHealth applications and services

Electronic Health Records

The underlying concept of the German eHealth strategy is the "citizen-managed, personal elec-

tronic health record". It is currently under preparation.

Most physicians in private practice already have some kind of patient administration system.
However, quite a few of these systems focus on optimising reimbursement requests and not on
clinical documentation, and are outdated by contemporary standards. The requirements that
derive from the new eHealth infrastructure will force management to replace many, if not all of
these legacy systems with new software installations.Those doctors already running very up-to-
date patient administration and clinical record systems will have to upgrade their software to the
requirements that result from the specifications for the connector and the mandatory and volun-

tary applications outlined above.

Mutatis mutandis, the situation is similar in most hospitals, albeit at a much more complex level.
The introduction of the Disease-Related Group system as a basis for reimbursement in the hos-
pital sector has forced many hospitals to invest anew, to upgrade or to revive the dormant im-
plementation of comprehensive hospital information systems including complex cost accounting
and controlling software. The introduction of the electronic patient and health professional cards

will reinforce these trends.

ePrescription

ePrescribing has not yet been introduced. However, German pharmacies usually already have

electronic systems installed, sometimes quite comprehensive ones.

The national eHealth strategy paper foresees that "transmission of (drug) prescriptions (manda-
tory for citizens)" is one of the "priority applications" (with a strongly positive benefit/cost ratio).

The current status is that the application is in preparation, and is expected to be implemented.

Electronic Health Cards

For more than ten years, German citizens who are a member of a public health insurance fund
have had to carry an electronic insurance card which contains on a chip all their relevant insur-
ance data. When receiving health services, they must present it to the health provider once per
quarter. It has only been used to transfer these electronic insurance data in a clearly legible and
reliable manner onto paper documents and the electronic system of the provider, thus allowing

for more efficient bureaucratic processes. The electronic chip has, however, never been used
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for medical purposes. It does not have specific security features that uniquely identify the owner

and it is open to misuse to a certain extent.

The law providing the legal base for the new electronic patient health card covers the various
functionalities mentioned earlier. Detailed "basic" specifications for the planned tests were final-

ised in February 2006%* and cover
a) base commands, operating system and security functions

b) specification of mandatory applications and data elements including those needed for

ePrescription and qualified electronic sighature

c) external card design including location of a patient picture and the ink signature of the

card owner; the back side functions as the European Health Insurance Card (EHIC).?

In addition, an electronic card is being introduced for the various types of health professionals
and other providers of health-related services. They will be issued by the respective professional
associations licensing the professionals or, if such an association does not exist, by a new
agency or similar organisation. Usage will be for authentication and access, signature (in accor-
dance with the federal law on electronic signature) and encryption. The specification has been
finalised in March, 2006, and since April 2006 the infrastructure is ready to implement them in

the context of the tests foreseen for 2007.%

Health portals

There are a large number of health portals in the German-speaking area, many of them fully or
partly financed by public authorities.?* No single portal has yet emerged as the market leader.
Content is structured according to domains of health-related information and services. There
has been a trend towards regional health portals at Lander level, supported by the Lander health

ministries, such as www.gesundheit.nrw.de which is targeted at the citizens of North Rhine-

Westphalia. By limiting their scope to a region, these portals provide more focused information
which refers to health-related services offered to users in their geographical vicinity. Other play-
ers which are trying to establish portals for all questions relating to health are the pharmacy as-

sociations (www.aponet.de). Their service is mainly focused on combining the possibility of

online information and ordering of drugs with the advantages of the dense network of pharma-

cies which exists in Germany.

0 E.qg., it is well known from surveys that some cards have been used by tens of people in the same quarter.

For details, see http://www.bundesaerztekammer.de/30/eArztausweis/70Iltkompakt/Archiv/993200606. pdf
See http://www.dimdi.de/static/de/ehealth/karte/index.htm.
3 pttp//www.bundesaerztekammer.de/30/eArztausweis/15Aktuelles/182006040521.html

# see, e.g., www.gesundheitsinformation.de of the recently established federal Institute for Quality and Efficiency in
the Health System.
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There exist various portals for citizens as well as portals for professionals which cover general
health information, disease-specific information, information on healthcare and other health-
related services. Information on the quantity or quality of certain healthcare services provided by

a certain organisation, e.g. a specific hospital or group of hospitals, is still very rare.

Risk management and patient safety

Unlike in other countries, patient safety issues and risk management approaches have not been
a priority issue of national health policies, also not in the context of eHealth strategies or eHealth
implementations. Recently, the topic hit the cover page of the leading business journal for health
economics, but it concluded that in most hospitals patient safety is not an area of major con-

cern.®

The recently established "Institut fur Qualitdit und Wirtschaftlichkeit im Gesundheitswesen
(IQWIG)" [Institute for Quality and Efficiency in the Health System] started its activities in Febru-
ary 2005. However, its focus is also not on patient safety but on assessing the utility and bene-

fits of drugs (two thirds of its research), prevention, medical techniques and devices.?

Patient identifiers

A Trust Centre for the Health Insured Number (Vertrauensstelle Krankenversichertennummer)
was founded to develop a safe system to determine a unique number for each German citizen
(based on a mathematical algorithm deriving the number from the social security number) which

meets all data protection requirements (§ 290 of the Law).?’

Personal wearable and portable communicable systems

German RTD institutes are involved in research in the fields of personal wearable and portable
communicable systems,? but no concrete applications in routine use are known.*

Other ICT tools assisting prevention, diagnosis, treatment, health monitoring, lifestyle
management

Other ICT tools are not part of the strategy, but are foreseen as add-ons later once the infra-

structure has been established.

% Gaede, Kirstin: Risikomanagement - wider das Chaos. kma - Das Magazin fir die Gesundheitswirtschaft, Issue

118, April 2006, pp. 59-62. See there also Semmler, Thomas: RFID Barcode & Co - Codierte Besserwisser. Issue
112, Oct. 2005, pp. 54-60.
http://www.igwig.de/. See also http://www.die-gesundheitsreform.de/presse/irbl/interviews/pdf/2006/060214_ inter-
view_sawicki.pdf
See www.gkvnet.de.

See  http://www.pb.izm.fhg.de/ase/020_current_activities/hidden_i_net/i net2.html  or  http://www.motiv-
medtech.de/telemetrie.php
Gratzel von Grétz, Philip: Telemonitoring - Nutzen fiir Arzte und Patienten. arztonline, 1/2006 (March), pp. 10-14.

26

27
28

29

Commercial in confidence 26 of 41 © empirica / eHealth ERA project


http://www.iqwig.de/
http://www.die-gesundheitsreform.de/presse/irb/interviews/pdf/2006/060214_
http://www.gkvnet.de
http://www.pb.izm.fhg.de/ase/020_current_activities/hidden_i_net/i_net2.html
http://www.motiv

£ERA Country report Germany

)

Telemedicine services

Individual pilot projects have been initiated in many places, particularly in the context of special
insurance fund programmes initiated since 2004 for the integrated health care of key chronic
diseases like diabetes or heart diseases ("Integrierte Versorgung") across various actors,*® but
none at the national level. Due to the structure and comprehensiveness of the health system
(specialists and hospitals usually within relatively easy reach by most citizens, no specific finan-
cial incentives for tele- or eServices), these services cannot be expected to meet a larger market
in Germany at the present time. However, if the presently running pilots prove economically vi-
able from the point of view of the involved insurance funds and show improved medical out-
comes as well, a considerable expansion is to be expected. - For higher risk patients insured by
private insurance companies there exists already a well established specialised service based

on a case management approach.*!

4.3 Interoperability and standards

4.3.1 Technical interoperability

Current status and future plans concerning the adoption and implementation of technical
health ICT standards

There will be — required by law — a dedicated eHealth infrastructure (based on a VPN) to be im-
plemented by the above mentioned gematik corporation. This includes security features like a
"black box" (the connector) allowing every health care provider to connect securely to the sys-
tem without the need for technical expertise and to perform all mandatory and voluntary nation-
wide eHealth applications.** All commercial hardware (e.g. card readers) and software providers
will have to up-date their systems to allow their clients to communicate with this central infra-
structure and with each other, i.e. they will have to adhere to the standards and specifications

set by gematik.

% bidem.
%L http://www.arztpartner.com
8 Some of the relevant specifications are also available in English, see:

http://www.gematik.de/download/gematik_eGK_Specification Partl e V1 1 0.pdf
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4.3.2 Semantic interoperability

Decision-making bodies concerning the use of healthcare coding and classification sys-

tems

Decisions about healthcare coding and classification systems, as far as they are related to the
Electronic Health Card and the national eHealth infrastructure, are made by the gematik general

assembly with a necessary majority vote of 67%.

Use of classifications and reference terminologies

Initial considerations are being undertaken, partially triggered by the plans for a SNOMED SDO
(Standards Development Organisation)®, on the necessity to adopt a broader set of terminol-
ogies. However, it is not expected that a decision will be made in the near future. The reason is
that the consequences of semantic standardisation are not yet well understood. There is likely to
be a step-by-step approach. The first applications will possibly be based on the WHO-led ICD-
10 (International Classification of Diseases) standard® which is already applied by all medical
professionals in private practice and hospitals.* For mortality statistics ICD-10 has been used in
Germany since January 1, 1998. Diagnosis for both ambulatory and stationary healthcare pro-
viders have been coded since January 1, 2000 according to a special adaptation of ICD-10, the
so-called SGB V edition (in accordance with §§ 295 [ambulatory care] and 301 [hospitals].*

Current applications are mainly concerned with reimbursement, accounting and statistics.

4.3.3 Interoperability of Electronic Patient Records

There is not an Electronic Patient Record architecture yet in place in Germany. It is currently
under preparation in the course of introducing a nationwide Electronic Health Record. The same
applies to a common structure for Electronic Patient Records and interoperability standards.
However, as the gematic will be responsible for setting the relevant specifications to be imple-
mented by software companies, within a few years Germany will have a fully interoperable na-
tional eHealth infrastructure with at least basic elements of a comprehensive Electronic Patient

Record.

% http://www.snomed.org/news/index.html (Nov. 01, 2005)

http://www.who.int/classifications/icd/en/
For more information on semantic standards in use in Germany see http://www.dimdi.de/static/en/klassi/index.htm
http://www.dimdi.de/static/en/klassi/diagnosen/icd10/index.htm
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4.3.4 Certification procedures for eHealth systems

Within the regional associations of statutory health insurance physicians (Kassenarztliche Vere-
inigungen), certification processes for electronic accounting systems and software to electroni-

cally transfer reimbursement data have been in place for more than a decade.

It has been recognised that such certification procedures will become a necessity for other
eHealth applications, and initial considerations are being undertaken. For example, the gematik
corporation will specify certification procedures for interoperability and security. Procedures will
be very specific to the product. Also, the establishment of an interoperability testing laboratory is

under consideration.

Commercial in confidence 29 of 41 © empirica / eHealth ERA project



Country report Germany

g

5 eHealth RTD status

5.1 General information on RTD structure

Main actors in RTD policy setting in Germany

The main actors in setting the broad guidelines for RTD policy are the federal and the state par-
liaments, particularly also through their budget control. Industry, national research, university
and other associations and experts advise both the parliament and the various ministries re-
sponsible for funding, administering and overlooking research in general and also in health-
related fields. Most funds are allocated through the Federal and State Ministries for Research. In
certain fields they have joint responsibilities, like the large research organisations Max Planck
Society (MPG), Fraunhofer-Gesellschaft; Helmholtz Association of National Research Centres
and Leibniz Association (WGL).

However, the Federal Ministry for Economics and Technology, and to some extent State Minis-
tries for Economics, Innovation and Science have also funded research, albeit mostly in the
fields of, for example, applied research, technology development and implementation, and sup-
port for start-up high-tech companies. On the federal level, the Ministry for Health also funds
some research projects, but only with very particular objectives related to concrete political pri-
orities and to implementation. There is coordination, but no direct co-operation between the

Federal Ministries of Research and Health in their operations.*’

The most recent comprehensive source about publicly funded RTD in Germany, including the
national research organisations involved, is the "Report of the Federal Government on Research
2004", published in 2005.%®

Main groups directly involved in or undertaking RTD activities in Germany

The German research landscape is highly diverse and complex in structure. For example, public
sector institutions are financed both by the state and by industry, while private research also

receives state support.

Gross domestic expenditure on RTD was 53.3 billion Euro in 2002. Industry RTD performance
accounted for around two thirds of the RTD expenditure (37 billion Euro), universities for 9 billion

as well as government and private non-profit institutions for 7.3 b, i.e. around one sixth each.

87 keeping with their relevant research approaches, the BMBF and BMGS are pursuing different, but complemen-

tary, aims within the framework of their jointly sponsored programme." Federal Ministry for Education and Re-
search (BMBF) (2005): Report of the Federal Government on Research 2004, p. 249

% For an abridged English version, visit: http://www.bmbf.de/pub/bufo_2004_eng_abridged_version.pdf
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The most important governmental research institutions, jointly funded by the Federal Govern-

ment and the Lander, include the following:*
German Research Society (Deutsche Forschungsgemeinschaft, DFG)

Helmholtz Association of National Research Centres (Helmholtz-Gemeinschaft Deutscher

Forschungszentren, HGF)
Max Planck Society (Max Planck Gesellschaft, MPG)
Fraunhofer Society (Fraunhofer-Gesellschaft, FhG)

Leibniz Association (Wissenschaftsgemeinschaft Gottfried Wilhelm Leibniz, WGL).

Main focus areas and targets of RTD activities in Germany

Among the current political RTD objectives is "strengthening support for research projects in
selected emerging areas" a key concern. Areas identified include biotechnology and nanotech-

nology and cross-sectoral technologies such as information and communication technologies.*°

With regard to information and communication technologies (ICT), the Federal Cabinet commis-
sioned the Federal Minister of Economics and Technology on 8 March 2006 with the develop-
ment of a Federal Government action programme for the "Information Society Germany 2010"
(iD2010) by summer 2006.** ICT "and the digital media offer great value added potentials and
are an important driving force towards more innovation, growth and employment in Germany.
The Federal Government intends to promote development in these sectors - key concepts are
convergence, mobility and networking - by modernising the legal and technological framework
conditions and by the targeted promotion of research and market-related developments. The
Federal Government programme forms part of the new Lisbon strategy guidelines and supports
the EU in implementing the "i2010 - A European Information Society for Growth and Employ-
ment" strategy.*?

The large amount of RTD which are funded in Germany also include substantial health sector
RTD. In 2004, RTD expenditures in this field by the Federal Government and the L&nder
amounted to 556 million euros (an increase by about 35% compared to about 440 million euros

in 2000, which is a 26% increase). Overriding objectives have been

% Federal Ministry for Education and Research (BMBF) (2005): Report of the Federal Government on Research

2004, p. 7-10 and p. 179.
Federal Ministry for Education and Research (BMBF) (2005): Report of the Federal Government on Research
2004, p. IX.
For related earlier action programmes, cf. section 3.1.2 eHealth Roadmap: background, targets, progress, pros-
pects above.

See http://www.bmwi.de/English/Redaktion/Pdf/handout-information-and-communication-technologies-in-
germany,property=pdf,bereich=bmwi,sprache=en,rwb=true.pdf.
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» promoting good health,
» fighting disease,
* improving structures in the health care research sector.

The aims of the Health Ministry-led research included, among six broad topics, also "developing
and introducing innovations such as the 'health card' (Gesundheitskarte), electronic communica-
tions in the health sector and the electronic patient file."* All topics are covered by the eHealth

strategy as discussed above.

5.2 Research programmes

Major research programmes in Germany

The Federal Ministry for Education and Research structures most of its funding around longer-
term programmes focusing on particular RTD fields deemed of key relevance for the German
economy and society. In this context, some of the most interesting are: ICT applications, Bioin-
formatics, Genomics, Proteomics, Nanotechnologies, Microdevices, New materials (including

biomaterials).

eHealth RTD programmes

There is no particular RTD programme on eHealth in Germany. The Report of the Federal Gov-
ernment on Research mentions, however, a few major projects in the field funded by the Federal

Government:

AFGIS (Action Forum for a health information system), development and testing of founda-
tions and structures for a quality-assured health information network in the Internet (2001 -
2004, 0.77 million Euro)

New media in raising public awareness about the establishment and testing of a diabetes

mellitus information system (1999 - 2002, 1.11 million Euro)
National health portal on the Internet (2003 - 2005, 0.75 million Euro)

In addition, in recent years specific implementation projects to create the national eHealth
infrastructure (see section 3.1.2 eHealth Roadmap: background, targets, progress, pros-
pects above) like “Better IT for better health” (bIT4Health) that ran from mid-2003 to 2004

and “Solution Outline" in 2004 were commissioned.
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Furthermore, the gematik is undertaking several development and implementation projects

and activities as mentioned above.

Industry-oriented technology and innovation support

The Federal Ministry of Economics and Technology also entertains some RTD programmes
focusing on high impact applications of advanced technologies in support of various manufactur-
ing and service industry sectors. Here some projects of relevance for the health sector are cur-

rently running:

Within the Initiative "Next Generation Media" cooperative RTD projects involving various
actors along the value system are supported which focus on new techniques and standards
for intelligent objects and their networking. The objective is to create reference installations
and good practice cases. Projects cover 4 so-called innovation fields,** among them intelli-

gent systems for health care provision.

The two projects funded concern monitoring and prevention support via mobile devices (Im-
Primo; funding € 3.9m over 3 years till 2008) and a tele-home care system for postoperative
and chronic care (PfH - Partnership for the Heart; € 8.6m till 2008).*

Knowledge Management was identified as a priority RTD field already in the in the Action Pro-
gramme of the Federal Government "Information Society Germany 2006" of 2003. Therefore the
KowledgeMedia Programme ("WissensMedia") supports the development and piloting of new
techniques for Knowledge Management in small and medium-sized enterprises and public ad-
ministration.*® Among the projects that are partially funded (2004 - 2006) is one that relates to
the health sector - Knowledge Communities in the Hospital (Know-IT). It is developing a model
and support software for integrating knowledge management in hospital administration to opti-
mise work flow processes and cost allocation, taking into account quality assurance aspects and

the need for risk management.*’

To further pursue this policy line, the Ministry recently extended its programme to another initia-
tive called "Fit for Knowledge Competition". The project goals are to transfer proven concepts

and methods of knowledge management into practice and to support implementation-oriented

*3 Federal Ministry for Education and Research (BMBF) (2005): Report of the Federal Government on Research

2004, p. 250.

The three others are intelligent logistics networks (including RFID applications which are also relevant for the
health sector), intelligent networking of manufacturing facilities, and consumer electronics in networked environ-
ments.

See http://www.nextgenerationmedia.de/projekte.htm.
See http://www.wissenmanagen.net/Wissenmanagen/Navigation/Wissensprogramme/wissensmedia.html,

See http://www.wissenmanagen.net/Wissenmanagen/Navigation/Wissensprogramme/Wissensmedia/Know-
IT.html. See also http://www.know-it.org/,
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pilot applications.*® Here again one project has a focus in the health field, it is concerned with
the Application of Knowledge Management Tools to Access Knowledge in the Field of Medical
Technologies (Wiki-Med). Project goal is the integration and implementation of proven tools like
Blended Learning or Knowledge Data Bases for application in the field of medical technologies,
including those for home care. Furthermore, the piloting of reference implementations (based on

the WiKi approach) and good practice cases is envisaged.*’

5.3 RTD funding - national

Major national and regional funding sources and agencies in Germany

RTD in Germany is funded by business enterprises (36 billion Euro in 2002), the federal gov-
ernment (9 billion Euro), the Lander (7.3 billion Euro) as well as non-profit private organisations
(0.2 billion Euro).*®

Major government institutions involved in managing and administering public funds include the

following:**

German Research Foundation (Deutsche Forschungsgemeinschaft, DFG), mainly for uni-
versity RTD

German Academic Exchange Service (Deutscher Akademischer Austauschdienst, DAAD),
Alexander von Humboldt Foundation (Alexander-von-Humboldt-Stiftung, AvH).
Amount of annual funding available for eHealth related activities on the regional and na-
tional level in Germany

The "Report of the Federal Government on Research 2004" does not provide details on the

funding of eHealth related activites in total, only for selected projects.

48 See http://www.wissenmanagen.net/Wissenmanagen/Navigation/Wissensprogramme/wissenswettbewerb. html.

See http://www.wissenmanagen.net/Wissenmanagen/Navigation/Wissensprogramme/Wissenswettbewerb/Wiki-
Med.html.

Federal Ministry of Education and Research: Report of the Federal Government on Research 2004, p. 177.
Federal Ministry of Education and Research: Report of the Federal Government on Research 2004, pp. 10-
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5.4 Technology transfer and innovation support

Initiatives on national level to promote and support eHealth technology transfer

There are numerous initiatives on the federal and the Lander level that support the transfer of
technological knowledge between business enterprises and research institutes. The Report of
the federal government on research states the following about technology transfer support by
federal government: "The Federal Ministry of Economics (BMWA) offers support measures for
SMEs that are free of constraints as to choices of sector and technology. Such support is
available for both pre-competitive and market-oriented phases of R&D." However, in the course
of the research for this report no initiative focusing on technology transfer particularly in the field

of eHealth was identified beyond the specific singular projects mentioned above in section 5.2.

Support actions employed to promote eHealth-related innovation on the regional or na-

tional level

With respect to material support and funding, the above mentioned introduction tests in eight
regions and the grants to become available to doctors, hospitals and pharmacies involved in
these tests must be mentioned. Considerable funding for these tests will also be available from
the respective State government and from industry partners involved. - Support for various
telemonitoring and telecare pilots is available from insurance funds (both public and private) in
the context of Integrated Disease Programmes focusing on key chronic diseases such as diabe-

tes or heart diseases.

Furthermore, there have been various conferences dealing with eHealth as the main topic or
with at least as one major subject. For several years, the ATG of the GVG (cf. section 3.1.2
eHealth Roadmap: background, targets, progress, prospects above) has organised an annual
national eHealth conference that lasts two days, regularly adding an "International Day". Various
medical and scientific societies have also arranged eHealth topics, eHealth workshops and

seminars at their annual meetings.

At the Lander level, the ZTG Zentrum fuer Telematik im Gesundheitswesen GmbH (Centre for

Telematics in Health), http://www.ztg-nrw.de, has organised a conference "IT Trends Medicine -

Health Telematics" several times. Another example was the European Health Care Congress in

Duesseldorf on 28 and 29 November 2006 which contained a morning session about eHealth.

There have also been regular conferences that involved medical professional associations and
industry. In their national or regional newsletters, official publications and websites the electronic
patient card and issues around establishing the eHealth infrastructure are becoming regular

topics. The same is valid for professional journals and weekly magazines.
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An example of eHealth related innovation on the regional level is the Landesinitiative eHealth
NRW (State Initative eHealth NRW) in the state of North Rhine-Westphalia. The prime objective
of the Landesinitiative eHealth NRW is the introduction of an electronic health card in the model
region of Essen and Bochum. In the framework of this initiative, seminars, working groups as

well as information and communication activities are conducted regularly.

However, so far these activities reach mostly the "informed" or knowledgeable public, not the

citizens at large and their health care providers.

Structures and mechanisms to promote eHealth-oriented innovation

The Federal government is seeking to create a suitable framework for innovation and technical
progress in general. The initiative "Innovation and future technologies in small and medium-
sized companies - high-tech master plan”, which was jointly launched by the Federal Ministry of
Economics and the Federal Ministry for Education and Research, is aimed at reinforcing the
innovation competence of small and medium-sized companies. It focuses on technology-

oriented new businesses and SMESs.

Again, no structures and mechanisms to promote and support eHealth-oriented innovation in

particular were identified on the federal level.

5.5 Industry strategies and programmes

National-ownership companies active in the area of eHealth and related RTD

Various large German enterprises are involved in producing and selling eHealth technologies as
well as in related research. Among the best-known examples may be Siemens Medical Sys-
tems.*? It is involved in a large variety of eHealth products. The statement on the company web-
site is as follows: "We are bringing together trendsetting medical technologies and healthcare
information systems, as well as management consulting and support services, to help transform

the delivery of care."

Many small and medium-sized software and ICT companies (probably around 250), but also
large ones like the Deutsche Telekom or SAP are actively pursuing the development of more
advanced eHealth office and hospital systems or of systems supporting local or regional net-

works.

%2 See http://www.medical.siemens.com.
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The policy initiative to create a national eHealth infrastructure has in recent years triggered quite
a variety of technical initiatives and developments by industry - often in cooperation with health
care providers. This includes the submission of concepts for the overall system or the develop-
ment and piloting of solutions for individual elements of such an infrastructure like card readers
or security features. Some regional cooperatives of healthcare providers, sometimes also includ-
ing health insurance funds and other actors, have attempted to anticipate the structure and solu-
tions needed for the national system, an advantage which has qualified some of them to be-

come test regions for the initial roll-out of the national system in 2006.>®

Companies of multi-national ownership active in the area of eHealth and related RTD

There are also various foreign companies conducting eHealth RTD in Germany. Among them

are AGFA, General Electric, IBM, Philips Medical Systemsand others.

Industry associations, fairs and exhibitions

Some years ago, medium-sized software companies felt a need to establish an industry asso-
ciation dedicated to the eHealth field, the "Verband der Hersteller von IT-Lésungen fir das Ge-
sundheitswesen e.V. - VHitG" (Association of Producers of IT Solutions for the Health Sys-
tem).>* Today, more than 30 companies are members, among them also many of the larger
players. The association has actively involved its members, e.g. through dedicated working
groups, in stakeholder participation events and discussions with both the governments and the
provider and insurance associations. One of its key achievements was, in 2004, the establish-
ment of a fast growing trade fair and exhibition "ITeG IT-Messe & Dialog im Gesundheitswesen"
(ITeG IT-Fair & Dialogue in the Health Sector).>® In 2006, more than 250 exhibitors participated.

A three-day lessons-learned and educational programme is an integral part of the fair.

Another relevant industry association is the "Bundesverband Informationswirtschaft, Telekom-
munikation und neue Medien e.V. - BITKOM (German Association for Information Technology,
Telecommunications and New Media). It represents a total of more than 1,000 companies. They
include manufacturers of ICT equipment and providers of software, IT services, telecommunica-
tion services and content. BITKOM is working, in particular, to improve the regulatory frame-
work in Germany, for modernization of the education system and for an economic policy which

encourages innovation. Through some of its working groups, official statements and participa-

3 For details on these regions, see http://www.die-gesundheitskarte.de/testphase/testregionen/index.html

*  See www.vhitg.de.
See http://www.mesago.de/de/ITeG/main.htm.
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tion in stakeholder meetings it has involved itself actively in the discussions on setting up the

German eHealth infrastructure.*®

The activities of MEDICA International Trade Fair with Congress - World Forum for Medicine
must also be mentioned here. It is the world’s largest exhibition and fair for the health sector and
medical device and supply industries.”” For almost 15 years, health IT and medical informatics
have played an increasingly important role. They now occupy two of the 17 huge exhibition halls
where hundreds of companies and research organisations exhibit. A specific activity organised
as an integral part of the health ICT halls is MedicaMedia, which is dedicated to interconnect
RTD, implementation and health informatics policy through workshops and presentations. It also
annually supports the exhibition of the latest RTD results by about 40 university, governmental

and non-profit research institutes.*®

% See http://www.bitkom.org/en/Default.aspx; see also working group eHealth: See

http://www.bitkom.org/de/themen_gremien/17967.aspx.
See http://www.medica.de and http://www.messe-duesseldorf.de/medica/en/ba_factsfigures_2.html.
See http://www.messe-duesseldorf.de/medicamedia/.
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6 Policy challenges and process observations

Considering the operative power of corporatist actors

When considering policy challenges, it is important to be aware of the mandates of the actors
involved. The German Federal Ministry of Health has the power to set so-called “framework
laws” that regulate the activities of the corporatist actors of the health system. ;Most important
among these are the associations of physicians, dentists and pharmacies, the insurance funds
and the hospital boards. The corporatist actors themselves are in charge of the operative man-
agement of the health system, an important part of it being to conclude contracts among each

other and implement them.

Thus, when contemplating pan-European eHealth initiatives, these corporatist actors need to
become involved, too. This means that recommendations with regard to international eHealth
activities should include these corporatist actors. It will not be sufficient for two ministries on both

sides of the border talking and negotiating with each other.

Generally therefore, one needs to be aware of the specificities of the national health systems
and its actors in order to formulate meaningful recommendations for cross-border eHealth coop-

eration.

Support the search for concrete cooperation partners

In order to more practically support cross-border or pan-European eHealth initiatives, the
eHealth ERA project through its information gathering and analysing activities can help others to
identify partners which are concerned with a certain research or deployment problem and are
willing to invest funds in it for a certain period of time. The job of the Federal Ministry of Health

would be to motivate possible actors and, if need be, to partially fund related research projects.

In this context, the support of networking and the fostering of centres of excellence is an impor-
tant policy recommendation for fostering cross-EU eHealth co-operation. Networking does not
necessarily have to take place among ministers, rather it should be organised among the people
concretely in charge of eHealth roadmaps and implementations. There needs to be a mecha-
nism and a moderated process to ensure that important actors get acquainted with each other
and exchange opinions and interests. On a basis of common understanding and trust, then as a

next stage concrete cooperation may follow.

Considering the logic of public budget planning

Recommendations for eHealth cooperation need to take into account the specificities of public

budget planning. One characteristic is that budgets need to be planned several years in ad-
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vance. In order to obtain funds for certain activities, planned activities need to be more or less
concretely described. These drafts then become the official plan. However, when the funds are
actually available years later, plans may have to be changed. Thus investment plans by minis-

tries may just be “placeholders” for more or less unspecified activities in the future.

To foster cross-country co-operations such plans can be supportive. But what is more important
is leadership, an innovator and promoter who is convinced of the opportunities, who knows the
challenges, the process of negotiation and implementation. One carefully needs to bring to-
gether those people who are really in charge of certain eHealth implementations and who know

what is happening behind the stage.
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