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EXPLANATORY MEMORANDUM

The modified proposal for a Council Declslion for the research programme
in biomedicine and health takes account of the amendments from the
European Parliament which are either “horizontal®, l.e. common to atll
programme proposals, or speclfic to this programme.

Horizontal amendments

The Commission’s attitude with regard to these amendments is the same as
for the other programmes. As far as comltology Iis concerned, the
Commission still wishes for a Type |ll-a Committee, as |t had proposed,
while the Par!iament wants this changed into a Type | Committee.

Specific amendments

The chlef characteristics of the modifications arising from these
amendments are as follows

- improvement of the presentation of the technlical content (Annex |)
substantially In accord with the guidance from CREST;

- addition of a fourth area of research In biomedical ethics, which
goes along with the tendency to attach more importance to the
ethical and social consequences of research;

- modification of the Indicative distribution of -the budget

a reasonable reduction In the amount foreseen for human genome
analysis (on account of the recent commencement of the programme
which forms part of the second framework programme) and an increase
of resources for the Area "Ma)Jor health probiems and dlseases of
great soclo-economic impact", In partlcular for the AIDS sector.



ModIfled Proposal for a

COUNCIL DECISION

adopting a specific research and technological development programme in
the field of Biomedicine .and Heaith (1990-1994).

THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Economic
Community, and In particular Article 130q §2 thereof,.

Having regard to the proposal from the Commissionl,
In cooperation with the European Parllamenta,

Having regard to the oplinlon of the Economlc and Social Commlttee3,-

Whereas, by its Decislon 90/221/Euratom, EEC#, the Council adopted a
third framework programme for Community activities In the fileld of
research and technological development (1990 to 1994), specifying inter
alia the activities to be pursued for contributing to the development of
the European potential for understanding and exploiting the properties
and structures of living matter; whereas this Decision should be taken
in the tight of the grounds set out In the'preambleoto that Decision;

Whereas Article 130k of the Treaty stipulates that the framework
programme shall be Iimplemented through specific programmes developed
within each activity;

Whereas an estimate should be made of the amount of Community financial
resources needed to carry out this specliflc programme; whereas the
definitlve amounts will be fixed by the budgetary authorlity In line with
the financial perspectives covering the period 1988-1992 Included In the
Interinstitutional Agreement of 29 June 19885 and with any future
tlpancial perspectives covering the period 1993-1994;

1 oJn" C

2 OJ n” C

3 0J N° C

4 OJ N” L 117, 8.5.1990, p.28
5 OJ N° L 185, 15.7.1988, p.33
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wide in each of the strategic research sectors of the framework
programme;

Whereas, pursuant to "Article 4 and Annex | of Decision 90/221/Euratom,
EEC, the funds estimated as necessary for the whole of the framework
programme Include an amount of 57 mlllion ecus for the centralised
dissemination and exploltation of results, to be divided up In
proportion to the amount envisaged for each actlvity; whereas in view of
the Importance of this specific programme wlithin the "Llfe Sclences and
Technologies" action the estimate of the financial resources needed by
this programme is to be reduced by 1.33 million ecus, which amount is to
be allocated to the said centralised activities, In order to comply with
the second sentence of Article 130p §2 of the Treaty; '

Whereas this programme must be implemented by the Commission; whereas to
to help accomplish this,  the Member States are bound, pursuant to
Article 5 of the Treaty, to facllitate the achlievement of its tasks
where necessary, notably within a committee;

Whereas this programme must be Impiemented essentially by the selectlion
of research and ‘development projects to enable them to benefit from
Community participation; whereas the Commission ‘should encourage the
submission of such projects by the usual means of publishlng calls for

proposals In the Officlal Journal; whereas an_ exceptional procedure
should -also be devised so as to come into effect between calls for

proposals to maintain a degree of flexibility enabling the Commission,
in the face of the continuous evolution and gradual acceleration of
technological progress, also to take into consideration spontaneous
proposals consistent with the objectives of the programme;



Whereas ‘'the projects to be carried out under -the programme must be
selected with speclal attention to the principle of .economic and soclal
cohes[on In the Community, to the transnational nature of the projects
and to the support to be given to small and medlum-sized enterprises;

Whereas It is only In the light of experience gathered In the course oé
development  of this programme that the Commission will be able to
propose and .the Council "to adopt -supplementary. programmes by"havlng
recourse to the means provided for in Articles 130 1, 130 m or 130 o of
the Treaty, if they contribute to the achlievement of the programme’s
obJectives, In accordance with the option made avaliable by Article 2(2)
of the Decislon 90/221/Euratom, EEC;. . -

Whereas, In accordance with Article 1309'of the Treaty, the Community ‘s
activities almed at strengthening the scientiflic and. technological basis
of European Industry and encouraging It to become more competitive
Include promoting cooperation on fesearch and technological development
with third countries and international organisations; whereas such
cooperation may prove particularly benefliclal to the development of this
programme; - '

Whereas It Is necessary, as Annex || to Decislon 90/221/Euratom, EEC,
provides, to contribute to Improving the efflcacy of medical and health
research and development in the Member States, In particular by better
coordination of the Member States’ research and development activities
and application of the results through Community cooperation and a
pooling of resources;

Whereas the Scientific and Technical Research Committee (CREST) has been .
consulted, : . : . S ' S . P



HAS ADOPTED THIS DECISION :

1.

Article 1

A speciflc research and technological development progrmme for the
European Economic Community Iin the fleld of blomedicline and health,
as defined in Annex |, Is hereby adopted for the period from the

date of publication of this Decislon in the Officjal Journal to

D mber 4.

' Article 2

The Community funds estimated as necessary for the execution of the
programme under this Declsion amount to-133 million ecus. From these
funds, an amount of 1.33 miilion ecus is drawn for the centralised
action of dissemination and explolitation of results. The.  amount
thus reduced to 131.67 million ecus includes staff costs which may
not exceed 4%. An Indlicative breakdown of expenditure is set out In
Annex 1|1,

Should the Council take a decision .in Iimplementation . of
Article 1(4) of Decislon 90/221/Euratom, EEC, this Declislion shall.be
adapted to take account of the above-mentloned declslon.

The budgetary authority shail decide on the appropriations available

for each financial year.

Article 3

Rules for the Implementation of the programme are set out In Annex I11].

Article 4

The rate of the Community financial contribution shall be lald down In
accordance to Annex IV to Decision 90/221/Euratom, EEC



Article 5
During 1992 the Commission shali review the programme and pddress a
report on the results of the review to the Councl! and the European
Parliament, together with proposals for any necessary changes.

At the end of the programme, the Commission shall| assess tﬂe results
obtained. It shall address a report thereon to the Counclili and the
European Parliament. i
|
The reports shall be drawn up having regard to the ob]eétlves set
out In Annex | to thls Decision and In accordance with Article 2(4)
of Decision 90/221/Euratom, EEC. .Iﬁg§Q__LgQQijL_§DjJJ__ﬁ§§§§§__lhﬂ
h ft !

r ncer i

90/221/Euratom, EECS. ;

Article 6 |

The Commission shall be responslibie for the executl&n of the
programme. It shall be aﬁslsted by a committee, herelnafter referred
to as "the Committee”, composed of representatives of the Member
States and chaired by a representdtlve of the Commlission.

The contracts concluded by the CommlIssion shall govern the rights
and obligations of each party, Including the procedures for
disseminating, protecting and exploiting the research results, In
accordance with the arrangements adopted pursuant to the second

paragraph of Article 130k of the Treaty and., where appropriate,
r dur for tr |

A work programme shall be drawn up at the start of the programme and
shall be regularly reyvised. It shall set out the detailed objectives
and types of proJects to be undertaken, and the flnancial
arrangements to be made for them. The Commission shall méke ca]ls
for proposals for brojects on the basis of the work programmes.

6
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Article 7

In the <cases envisaged In Article 8(1), the Commission
representative shall submit to the Committee a draft of the measures
to be taken. The Committee shall dellver its opinion on the draft
within a time-limit which the chairman may set according to the
urgency of the matter. The oplinion shall be dellvered by qualified
majority as provided for In Article 148(2) of the Treaty for the
adoption of decislons which the Councll is called upon to make on a
proposal from the Commission. When voting takes place In the
Committee, the votes of the representatives of the Member States
shall be weighted as specified in the above-mentioned Article. The
chairman shall not take part In the votling.

The Commission shall adopt the measures envisaged where they are in
accordance with the Committee‘s opinion.

If the measures envisaged are not In accordance with the Committee’s
opinion, or if no oplnion Is delivered, the Commisslon shall
forthwith submit to the Councll a proposal relating to measures to
be taken. The-Council shall act by a quallfied majority.

If the Council has not acted wlthin one month of submission of the

proposal, the proposed measures shall be adopted by the Commission.
Article 8

The procedure laid down in Article 7 shall apply to

- preparation and updating of the work programmes referred to In
Article 6(3);

- evaluation of the projects, referred to in point 2 of Annex II1i,
as well as the estimated amount of the Communlty’'s financial
contribution, when these projects are submitted through the

ordinary procedure referred to In point 4 of Annex 11l and the
above-mentioned amount Is more than 5 million ecus;

- evaluation of alil projects submitted through the exceptlonai
procedure referred to in point 4 of Annex IIl, as well as the

estimated amount of the Community‘'s flnanclial contribution;

- measures for evaluating the programme.
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2. The Commission may consult the Committee on any matter fallling
within the scope of the programme.

3. The Commlission shall inform the Committee with regard to :

the progress of the programme;
- planned calls for proposals, referred to In Article 6(3);

- projects, referred to in polnt 2 of Annex Iil, submitted through
the ordinary procedure, for which the Community contributlion is
less than 5 million ecus, and the results of their evaluation;

- accompanying measures, referred to In point 2 of Annex |I1;

— concerted actions, referred to In point 2 of Annex II[I.

_Article 8

in implementing this programme, supplementary programmes within the
meaning of Article 1301, particlpatlion wlthin the meaning of
Article 130m and joint undertakings or any other structures within the
meaning of Articlie 1300 of the Treaty may also be declded on as the need
arises.

Article 10

.Where cooperation with third countries and international organisations
aiming at achieving the oblectives of thls programme requires legal
undertakings between the Community-and the third parties concerned, the
Commission shall be authorised to negotiate, iIn accordance with
Article 130n of the Treaty, International agreements laying down the
terms of such cooperation.

riority w b i
countries not members of the European Community. in accordance, where
ropriat Wi

rilamen
framework programme. ¢
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Declsions on the conclusion of such |nternatlonal agreements shall be
adopted in accordance with the procedure referred to In Article 130q(2)
of the Treaty.

Article 11

This Decision is addressed to the Member States.

Done at Brussels, ............

For the Councll,
The President
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Annex |
SCIENTIFIC AND TECHNICAL OBJECTIVES AND CONTENT

This speclific 'programme fully reflects the approach embodled in the
Third Framework Programme in terms of the scientific and technical goals
and the underlying alms which it pursues. '

Paragraph 4C of Annex || of the Framework Programme forms an Integral
part of the present speciflic programme.

Close coordination will be maintained with other relevant research

programmes, including "Blotechnology", "Life Sclences and Technologies

for Developing Countrles", "Telematlcs Systems - Health Care", "Medical

Research" under the European Coal and Steel! Community Treaty, and also
“EMr inst . r

The ©principle of subsidiarity will be applied to the maximumL
Harmonisation of approaches and methodologies used In different national
programmes will be encouraged. The projects within the programme willl
have a European dimension based on research networks. Thelr maln
criteria will be guality and additlionallty, Strengthening of networks,
by th " borate W
» im at t
areas, Mobjllity of research workers between participating laboratories

r d, in

Harmonlsed methods,'spgglflg to the relevant protocols, will ensure that
. the data resulting from the projects carrled out throughout the
Community can be analysed and exploited anywhere In the Community.

Coordination with national activities will ensure effective use of
resources.
he fundamentai rol | f
mm j r nj . Prenormative research will be developed

whenever needed for the completion of the Iinternal Market, In respect
of serving patients’ needs.

The following presents ‘an analytical description of the content of the
programme, based on and taking account of the above elements.
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Area 1 Development of coordipated research gb prevention. care and
health systems

clinical and epidemiologlical data collected through coordinated
networks, and with a view to an improved harmonisation of norms.
parameters and guidellpes.

t r nsent
ncement nd | I ! nd
Lth wi be di W t
nd r dur for
b tion, rd
hnol will b im nd int i m
nction nd n h t m
technological w | m r r
iin human  functi d i t
possible.
rt must n d
studies between countries to facifitate the granting of patents,
epidemigological studies and authorisations for the marketinag of new
medicinal products.
rmon tion of pr r )
m ised rt w
r d into t i
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Area 2 Malor health problems and dlseases of great soclo-economic impact

Major health problems and economically and socially significant disease

groupings will be considered, in particular the following

AIDS

The research will take Into account the activities already developed by
the Communlty and will be spread over five main sectors :

- disease preventlon - c¢oncentrating on specific eplidemiologlcal
projects, studies of primary and secondary prevention, assessment
of preventive strategies, behavioural research and forecasting,

- fundamenta! research - concentrating on AIDS viruses, host

response, pathogenesis and experimental models;

- clinical research - concentrating on clinical trials, clinical
manifestations, support of <clinical <centres and national
coordination,

- the development of a European Vaccline against AIDS (EVA) will be
actively pursued. A centralised faciltlty will work in
collaboration with Industrial and academic laboratories to
produce antigens, sera, cells and other matertals,

- testing methods of Antiviral Drugs In AIDS Management (ADAM) will
be developed. Primary screenling capacity will be Increased by
introducing additional primary screening methods.

In this specific area co!laboration wlith other European Community
n inctudin h | " n
hnologl for Devel * iv rticul
tion. '

o
RV



CANCER

Eplidemiology and fundamenta! research on genomic and phenotypic changes
In cancer cells (lnvasion and metastasls) and Immune survelllance will
be extended. Particular attention wlill be paljd to research Into

gncogenes and antloncogenes. Prlority support activities will include
the improvement of European tumour cell and tissue bank resources, and

the deveiopment of the sclentifl¢c basis for common guideiines for anti-
cancer drug screening.

Research wlll concentrate on improved methodologies Invelving differing
comblnatlons of surgery, radiotherapy, chemotherapy and immunotherapy,
and thelr subsequent harmonisation wlith associated local and general
approaches.

| | b r
r d th
i r h i rd
h nment
nction with t "Eur " r
nti W b

CARDIOVASCULAR DISEASE

The various forms of heart and circulatory dlsease will be studied,
focusing on research where coherent broadly-based <cllinical and
epidemiological surveys are most useful; thils will Include corretation

between genetic factors, lifestyle, nutrition, and the Incidence and

deve lopment of cardiovascular disturbances, the effects of prophylactic

and therapeutic measures, the development of new regimens for treatment
ludi non-invasive method f di , and the testling of drugs.

MENTAL ILLNESS AND NEUROLOGICAL DISEASE

Myltidisciplinary approaches to the study of aetiologlcal factors and
in ndit dev
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AGEING, AND AGE-RELATED HEALTH PROBLEMS AND HANDICAPS

Research on perinatal illnesses (Including the study of the soclal and

economic Impact of prenatai dlagnosis) and paediatric ilinesses and on

the effectiveness of prophylactic and therapeutic measures will be
carried out. ' :

Ihe overall target for research in the fileld of ageing will be directed
towards prevention of and copling with dependency. A concerted approach
to the study of ageing will be pursued In order to ldentify essentlial
elements in the :maintenance of -"the quallty of life In the aged, In
preventing -or delaying the functional ‘decline of the Individual, and In
reducing costs to society. Emphasis wiil be Dplaced on longjtudinal

tud ing In d
pathologies relating to ageing such as senile dementia. osteoporosls

and g]ggcggts of the Immune system. Special attention will be given to
the effects of the environment on health, especially on people in the
more vulnerable age groups; thls will be pursued in cliose liaison with

research on environmenta! protectlon.



Area 3 Human Genome Analysis

This research will be. developed towards the completion and the
Integration of the genetlc and physical maps. In addition, the study of
the genetic basls for biologlcal functlons will be pursued, as well as

the setting-up of a coordinating mechanism to sequence a portion of the
genoms of major blologlcal Interest (e.g. the portion coding for the
Human Lymphocyte Antigen system).

Emphasis will be placed on medical appllications which contribute to the
well-being of patlents : 1n_ coordination with other elements of the
research programme In biomedicine and health. to ensure that the

ivance n _the unde And ]
health : In particular, on understanding the genetic component of
multifactorial conditions such as Alzhelmer’'s disease, and on developing
methods Intended to improve therapies.

ng o gqene are 1sed 0 enhance hu

Links will be maintained with appropriate Internatlional organisatlons or
forums (e.g. HUGO, the Human Genome Organisation), as well as with
research actions In non-member states using simllar or complementary
approaches. The Community programme Is characterised by Its emphasis on
gene mapping and on the use of Information resulting from the analysis
of other species’ genomes. 1t js therefore important that the research

m i biomedlci nd
where in r Wi
Particular attention and caution will be glven to the ethical, social

and legal aspects of this work, especlally to those which may be |inked
to possible misuses of research findings. No research modifying, or
seeking to modify, the genetic constltution of human beings by
alteration of germ cells or of any stage of embryo development which may

make these alterations hereditary will be carrled out under this
programme. ‘
wever, the r | f th

he donors r ir for tran n
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Annex ||
INDICATIVE BREAKDOWN OF EXPENDITURES

in ¥, for the perlod 1990-1994

Area 1 Development of coordinated research on
prevention, care and health systems 20 - 25

Area 2 Major health problems and diseases
of great soclo-economic Impact,

with AIDS receiving 0% of the sum for Area 2 56 - 60

Area 3 Human Genome Analysis 20 - 25

Area 4 Research on Blomedical ethigs :

The breakdown between different areas does not exclude the possibiiity
that projects could cover several areas. -
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Annex |11

BULES FOR IMPLEMENTING THE PROGRAMME AND ACTIVITIES
EOR DISSEMINATION AND EXPLOITATION OF THE RESULTS

1. The Commisslon shall Implement the programme on the basis of the
sclentific and technical content described in Annex |.

2. The rules for Implementing the programme, referred to in Article 3,
compr Ise research and technologlical deve lopment projects,
accompany ing measures and concerted actions.

The projects shall be the subject of shared-cost research and
technological development contracts.

The accompanying measures conslist of -applying the means to ensure
proper technical execution, management and ‘evaluation of the
programme, as well as adequate dissemlination and accessiblility of
the results, and coordination, training and consclousness-ralsing of
the participants in the programme;

The concerted actions are those defined In Article 92 of the
Flnanclal Regulation.

3.. The participants In the projects must be natural or legal persons
established In the Community, such as universities, research
organisations and industrial firms, Including small and medium-sized
enterprises, or associations thereof, In particular European
Economic Interest Groupings (EEIGs).

Natural or legal persons estabiished In countries which have
concluded cooperation agreements on scientific and technical
research with the Community may, on the principle of mutual benefit,
participate In the proJects undertaken In the framework- of this

programme. Such contracting parties will not benefit from Community
financing under the framework programme. They will contribute to the

general administrative costs.

4. The cholce of projects shall be carrled out according to the
following order of priority, the first method being the rule, the
second the exception.
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The participants in the projects shall be selected on the basis of
the ordinary procedure of calls for proposals referred to |In
Article 6(4) and published In the Official Journal of the European
Communities.

The Commission may also. accept proposals, according to an
exceptional procedure and under the conditions mentioned below, when
they make a particularty promising and significant contribution as
regards the originality of the theme proposed, the novelty of the
scientific and technical approach and the methodology of execution,
also taking into account the particular nature of the proposers.

A favourable technical evaluation of such proposals shall not by
itself be a sufficient Justification for accepting a project; this
exceptional procedure may only apply after veriflcation that the
nature of the project, as deflned above, does not justify the use of
the normal procedure for calls for proposals.

The exceptional procedure shall come into effect after the first
call for proposals and must be completed before the ordinary

procedure in such a way that the available amount for the
Community‘s financial participation In projects retalned by the
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crdinary procedure canvbe determined precisely. The ciosing date for
the ‘exceptional procedure shall be published each year In the
_offlclal Journal of the European Communltles.

The amount of the. flinancial participation of the Community for alil
the projects retained by the exceptional procedure will be declded
each year, in relation to the projects selected according to
particularly strict criterla of excellence. In any case this amount
may not exceed 10%¥; It may be revised each year in the Ilight of
.experlence.

The Commission shall draw up a vade-mecum setting out all the rules
applicable to thls exceptlional procedure In order to guarantee full
transparency. ' :

The projects must involve at least two mutually Independent partners
established In dlfferent Member States.

The Commission may - encourage the participants to form a European
Economic ' Interest Grouping (EEIG) or make other arrangements for
carrying out projects, such as those on a large scale, permitting
decentral ised management adapted to the specific requirements of the
project. :

The knowiedge acquired during the course of the projects shall be
disseminated on the one hand within the speciflc programme and on
the other hand by means of a centralised activity, pursuant to the
- declslon_referred to . In the third paragraph of Articie 4 in Decislon
. 90/221/Euratom, EEC. ‘
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