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1. SUMMARY

The proposed second research and development programme of the EEC in
the sector of medical and public health research consists of five
multiannual concerted projects in the fields of :

1. Attempted suicide as public health problem (4 years);
2. 'Detection of tendency to thrombosis : (4 years);
3. Evaluation, understanding and substitution of impaired hearjng (3 years);
4. Criteria for perinatal monitoring ) (4 years), and

5. Common standards for quantitative electrocardiography (4 years).

The legal basis for this programme s Article 235 of the Treaty
establishing the European Economic Community, and the Council Decision
of 13 February 1978 adopting three multiannual concerted projects as a
first programme of Community research actions in the sector of medical
and public health research. .

Its principal objectiveé are

- to enlarge the current Community medical research programme towards
further fields which are meeting the medico-social and economic needs
of all Member States;

- to acquire more effectively scientific and technical knowLedgé in the
selected five fields of common interest:by collaborative Community
research efforts; ' :

-~ to bring under Community R & ‘D policy an increasing proportion of na-
tional research activities in the sector relating to health policy
which should be linked to various Community policies, in the mutual
interest of the Community and the Member States.

Interested third couritries participating in European Cooperation in the

field of Scientific and Technical Research (COST) will be associated to

the programme.

The maximum financial contribution of the Community for expenditure com-
mitments and for staff necessary for the implementation is estimated at

2,70 million EUA and 4 staff for the duration of the programme.

The programme is foreseen to start on 1 January 1979.

2. INTRODUCTION

The role of medical and public health research is to maintain or restore
living conditions conducive to the optimal individual health and to the
society. The widerspread diseases of modern civilization and the steady
increase in the costs of maintaining public health are among the most im-
portant problems confronting health policy in all Member States.

Research and development represent the essential components of a successful
policy and they can highly contribute to progress in medicine and public
health. :




3.

£c) The following 1mportant criteria should be appl1ed to the choice of

‘;'4«;‘

Considering the complexity of the problems involved in medical research
as well as the urgency of tackling the latter, on the one hand, and the
available national research possibilities and facilities, on the other
hand, efficient research execution often requires a joint European
effort, a repartition of research tasks and work, and coordination of na-
tional activities. Such collaboration would optimize its efficacy, would
greatly fac1L1tate research progress in part1cular fields and would save
time and money. : :

‘In this view, the "first" programme of heSearth actions in the sector of
~medical and public health research, of which the three concerted projects

have been adopted by the Council on 13 February 1978, has to be seen as .
bearing the first elements to meet these requirements of all Member States,

and the present '"second" programme as the next logical step of its en-

Largement. ‘ ‘ : B

. This proposal for a Council Decision adopting a second R & D programme of
the EEC in the sector of medical and public health research has been ela-
borated by the Commission, adviced by the Committee on Medical and Public
Health Research (CRM/CREST), in the spirit of the Council Resolution of

14 January 1974 on an initial outline programme of the European Communities
in the field of science and technology, and of the one relating in particu-
Llar to the coordination of national poL1c1es in the f1eLd of science and
technology.

“Moreover, this programme proposal corresponds to the Resolution of the-

European Parliament embodying its opinion on the first programme, in which
"the Commission is expected, in accordance with the traditionally universal

“nature of medical knowledge, to continue to promote such research at Europeah'

level and to ensure that it is coordinated and, where possible, 1ntegrated
with similar research being carr1ed out in other parts of the world".

CHOICE OF THE CONCERTED‘PROJECTS

After identification and critical evaluation of particular research fields
.of Community interest, several proposals for possible concerted projects
have been elaborated by CRM's WOrk1ng Groups in compliance w1th the .

" following principles :

(a) The ma1n objectives of European cooperation in the med1cat field
should be the prevention, the early detection of disease and the ,
rehabilitation. ‘ o s ]

(b) Implementation of common actions should be performed- by or in -asso-
ciation with the research organizations of the Member States.’

»

- common- actions :

- the topic should be of importance to the Community as a whole;

- the topic should have oract1cal importance in particular from the
social and economic point of view; ~ L

- on scientific grounds : ejther the project should be implemented
jointly or at least could be carried out much more effectively on
‘Community level than separately in each Member State; .
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-~ the project should be expected to give clear and reasonably early
results. :

From these proposals, CRM has suggested as components of the second pro—
gramme the fqtlowing five concerted projects which are related to the
particular fields of

1.
2.
3.
4.
5.

Attempted suicide-as public health problem;

Detection of‘tendency to thrombosis;

Evaluation, understanding ahd substitution of impaired hearing;
Criteria for perfnatal monitoring;

Common standards for quantitative electrocardiography.

" This choice is formally accepted by the national research organizations;

it

has been achieved following the comparative evaluation of all available

proposals and the establishment of priorities by :

commenting on their scientific, medico—social and economic importances;

considering the feasibility of their imolementation and coordination;

- taking into account the relevant activities in progress in other countries,

as well as those of appropriate International Organizations such as WHO,
0ECD, Council of Europe, European Medical Research Councils, European
Science Foundation, etc. -




4.

4.1,

4.1.1.

4.1.2.

DESCRIPTION OF THE CONCERTED PROJECTS

Multiannual concerted project No 1 (4 years) reLating‘to'

ATTEMPTED SUICIDE AS PUBLIC HEALTH PROBLEM

Elaboration

In compliance with its mandate, the Committee on Medical and Public
Health Research (CRM), assisted by its Specialized Working Group
Epidemiological, Statistics and Clinical Trials, has recommended as
a project of interest to the Community a joint action in the field
of "Attempted suicide as public health probLem“ and advised the Com—
mission in elaborating this proposal for a multiannual concerted
project.

In accordance with th1s opinion the Commission has chosen this specific
research field : , |

on the basis of the expLoratory work’ carr1ed out by the Spec1aL1zed
Working Group;

- cons1der1ng the agreed objectives of European cooperation .in the me-
‘d1caL and public heatth domain;

= applying the mentioned criteria for the select1on of research pr1o—
r1t1es, and

~ having regard to the conclusions elaborated by international experts
in this specific field during a workshop, held on 22-24 September,
1976 in Dublin under the Sponsorsh1p of CRM and the Commission, where
according to the present state of the art the most significant re-
search problems were identified, and where the needs for the most ef-
ficient handling of the problem, from the point of view of R & D re-
- quirements, were evaLuated :

Relevant act1v1t1es in progress in non-Member States, particularly. in
European countr1es, as well as those of appropriate ‘International Orga-
nizations, and in.particular of WHO,. have been taken into account.

Motivation

-

.1. Scientific_importance
Attempted suicide represents a growing pubL1c health problem in
all western European countries placing and increasing burden .
on primary health care, hospitals and specialized psychiatric
services.

- Although off1c1al mortaL1ty statistics suggest that comoleted
suicide is decL1n1ng in the EC, mainly due to a drastic decrease
of the number of eLderLy persons committing suicide and to a
faster and improved therapeutic intervention, all countries re-
port in recent years a disturbing increase in both attempted and
completed suicide of young persons. Besides a current so-called
"epidemic of self-poisoning', of which. one factor is the growing




abuse and over—prescribing of psychotropic and other drugs en-
couraging suicide, the roots and determinants of attempted suicide
are poorly understood.

Moreover, despite the apparent similarity of the problem throughout
western Europe, there are still differences from:country to country
in the frequency and the circumstances of suicide attempts due to
a complicated intermeshing network of social and cultural factors.

The burden this phenomenon is placing, both on society in so-

cial terms and on health services in administrative and financial
terms, is so considerable that most European countries are urgently
seeking some alleviation of the problem.

National research efforts in performing epidemiological studies in
geographical areas, social settings such as preventive services
and leisure activity facilities etc., as well as local controls

" to discourage indiscriminate usage of potentially dangerous drugs,

2.2.

they all can be considered still insufficient to tackle efficiently
the complexity, the urgency and the magnitude of the problem.

Because of the considerable cultural contribution to the problem,
greater insights into its phenomenology can better and faster be
achieved through a collaborative research project based on a
number of different cultural and social settings than could be
obtained through a study based on one geographical Llocation only.
This indicates that a community research programme, involving

a standardized methodological approach, may yield a much ricner
harvest of information concerning frequency, characteristics,
determinants and outcome of attempted suicide than can emanate
from research confined to one country alone. Similarly, a varia—

‘tion of very different preventive and treatment approaches in

different countries will also be more productive of information
helpful in providing guidelines for 2 future action than a strictly
uninational approach.

The results of this proposed concerted research project will greatly
facilitate an elaboration of appropriate means to reduce efficiently
the incidence of attempted suicide of young people in Europe.

Socio—economic_importance

National budgets devoted to health and social welfare within the
countries of the Community -are now reaching 7 per cent of
thegross national product. General hospital services make a very
substantial contribution to this budget; many of their expensive
resources such as beds and the precious time of their medical
personnel are now being taken up both inin=patient wards and in
casualty departments by the flood of persons having attempted
suicide who are brought to these hospitals. Any reduction of their
number will significantly decrease. the cost of general hospital
services. Likewise, expenditure on general practitioner services,
social work services and ambulance services has been increased

by the ever=growing use of these services by persons who have
attempted suicide. These are examptes of the direct economic gain
through ability to prevent or at least reduce the incidence of
at;empted suicide, in the countries of Europe. However, many more
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boluh.

~detailed indirect benefits will also accrue, such as increased
knowledge of the needs of young persons in leisure—~time activities.
Furthermore, knowledge of more effective usage of preventive ser-
‘vices should be a further socio—economic ga1n from a project such
as that proposed here.

Aim and objectives

The aim of the proposed research programme is to arrive at knowledge

of the means of reducing attempts of suicide of young people by under-
standing the social factors and cultural conditions involved in at-
tempted suicide, and particularly affecting young people, and by ela-
borating proposatls for appropr1ate preventive actions meet1ng the needs
of su1c1de attempters.

The»proposaL is directed towards promoting and coordinating a joint
collaborative research effort with the following main objectives

3.1. To assemble data on the extent and characteristics of the pro-—-
blem and its social concomitants or determ1nants in defined areas
of the Member States; :

3.2. To develop scales and rating devices for the identification of the
recidivist suicide attempter and the suicide attempter part1cuLarty
at the risk of completed su1c1de-

3.3. To evaluate the effectiveness of different forms of services for
the suicide attempter,~

3.4. To devise, imblement and evaluate centrol policies in relation to
- attempted suicide and in particular to self-poisoning by drugs;

3.5. To establish and develop methodo(ogies and instruments on a colla-
borative basis to enable a standard1zed research approach to the
above four objectives, and

3.6. To analyse the results of such research findings to enable-re—
commendations to the Member States concerning the incidence of
attempted suicide and intentional self—nowson1ng, and the .
treatment of its consequences.

Requirements and timing

Besides the general requirements. for coordination purposes (project

leader, secretariat, meetings of Concerted Action Committee), this
concerted project will need the facilities of workshops, visits and
short exchange of research workers for the dissemination of knowledge
and the discussion of results.

It is env1saged ‘that the project will Llast four years and the approx1mate
phasing of work dur1ng these years would be as follows :

’

First year Collating of 1nformat1on and deveLoplnq of tools
and tra1n1ng,

Second year Field work 1ncLuding examination of study area and
selection of cohorts for follow—up;

Third year Continuation of field work and foltow*up,

Fourth year Data analysis, elaboration of conclusions and prepara-
~ tion of final report. ‘ -
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4.2.2.

Multiannual concerted project No 2 (4 years) relating to

DETECTION OF TENDENCY TO THROMBOSIS

Elaboration

In compliance with its mandate, the Committee on Medical and Public
Health Research (CRM), assisted by its Specialized Working Group :
Research in the field of Medical Riology, has recommended as a project
of interest to the Community the joint implementation of research in
the field of "Detection of tendency to thrombosis" and advised the
Commission in elaborating a corresponding proposal for a multiannual
concerted project.

In accordance with this opinion the Commission has chosen this specific
research field : :

~ on the basis of the exploratory work carried out by the Specialized
Working Group;

- considering the .agreed objectives of European cooperation in the
medical and public health domain;

-~ applying the mentioned criteria for the selection of research priori-
ties, and

- having regard to the conclusions elaborated by the European experts
in this specific field during two workshops held in 1974 and 1976
under the sponsorship of CRM and the Commission, where according to
the present state of the art the most significant research problems
were identified, and where the needs for the most efficient handling
of .the problem, from the point of view of R & D requirements, were
evaluated.

Relevant activities in progress in non-Member States, particularly in
European countries, as well as those of appropriate Internattonal Orga-
nizations have been taken into account.

As modality of research execution preference is given to a "Concerted
project" .

Motivation

o o o T Y O g v S s ot S T e S

Thromboembolic processes are frequent and are known to be in-
volved in most serious diseases and in most causes of death.
Alone the fact that in most instances thrombosis and its often
severe consequences can be prevented, if clearly diagnosed in
time, not only elucidates the existing scientific problem with
which biomedical research is faced today, but also justifies the
urgent demand for the possibility of early diagnosis of a ten-
dency to thrombosis in order to detect any corresponding risk
situation.

7
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Recognized as a major health hazard, any approach to tackle the
problem of thrombosis is doubtless of considerable interest to
all Member States. ‘

Considering the three main okjectives of European cooperation in
the medical field it can be stated that this proposed research
nroject is clearly directed towards two of them, namely to pre-
vention and to earLy diagnosis of d1seases.

On scientific grounds, the projett can be carried out much more
effectively on an international basijs than separately in each
Member State mainly forthe following reason : due to the magni-
tude and to the compLex1ty of the problem of thrombosis its effi~
cient tackL1ng necessitates a close multidisciolinary collabora-

‘ tion between clinicians, physiologists, biochemists, enzymologists,

' immunologists, pharmacologists, etc... as well as the availability

‘of adequate research facilities. Therefore, only a restricted

’ .« © number of institutes succeeded to ‘dispose of these requirements

and to gain a reputation of,competence which is covering at least

a part.of the various aspects. involved in the problem; their co-

| operation and coordination within the frame of a common European

| project would greatly facilitate the achievement of clear and

! e reasonably early results.

|

i' ‘ The expected results of such multiannual cooperat1on would be the
following
- better 1ns1qht in the complex mechan1sms 1nvoLved in the pro-
© cess of thrombosis;

N . - improvement of availabLe met hods and/or‘development of new ones
' capable to detect a tendency to thrombosis;

- assessment of their clinical value through pilot studies in
well-defined populations, and

- elaboration of an extended action programme aiming at popula-
tion screening.

2.2. Sogcig-economic_importance

Thromboembolism represents a leading cause of morbidity and mor- .
tality in the Western industrialized countries. Unfortunately its
importance, which is L1keLy to grow with the 1ncreas1ng Longev1ty,1s
often inadequately appraised, partly because it is related to pre-
existing d1sease, surgery, or trauma which obvigusly results in
‘placing major emphasis on these conditions. Nevertheless, thrombo-
embolism is a hazardous factor in the health-state of a patient
" and survivors remain often crippled and disabled.

The possibility of an early detection of tendency to thrombosis
and thus of taking prophylactic measures in time would reduce
significantly not only-the frequency of deaths but also the num-
ber of crippled and disabled persons suffering under the severe
sequela of embolic organ damage. In addition, prevention of throm-
bosis would often shorten the duration of hospital care, too.

ALL that on its part would certainly eliminate an important part
of the present burden to national health care systems.
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On the other hand, a coordinated research action in this parti-
cular field would avoid unnecessary duplication of efforts,
would accelerate the possibility to perform population scree-
ning, and would thus save time and money.

Aim andobjectives

The aim of the proposed programme is to acquire the scientific and
technical knowledge, necessary to understand better the pathogenesis
of thrombosis and the complexity of the mechanism involved, and to
develop reliable tests capable to detect a tendency to thrombosis at
an early state. Such tests would enable the clinician to start pro-
phylactic measures in time, would help to identify persons in a high
risk state, and would contribute to further development of anti-
thrombotic drugs.

The research work is expected to cover the following objectives :

3.1. Detection of activated clotting factors and of their reaction
products

- Qualitative and quantitative analysis of the activated compo-
nents of the intrinsic and extrinsic pathways of the prothrombin
activation sequence by applying functional, biochemical, and
immunological criteria;

- Interlaboratory comparison, improvement and/or elaboration of
methods for the detection of fribrinogen which is altered by
the clotting and fibrinolytic systems.

3.2. Quantitative analysis of the inhibitors of the clotting system,

in particular of the antithrombins, by immunological and enzyma~
tical methods; interlaboratory comparison of existing methods
and development of new ones.

3.3. Studies of the active and inhibitory components of the fibrinoly-
' tic system

- Study of the mechanisms involved in the activation process and
identification of its active components; quantification of the
response of the body to stimuli apt to increase fibrinolytic
activity;

- Elaboration of methods for the gualitative and quantitative
analysis of fibrinolytic inhibitors.

3.4. Studies on blood platelets :

- Qualitative. and quantitative analysis in the plasma of in par-
ticular high molecular weight substances released from the
platelets; interlaboratory comparison and improvement of
existing methods;

- Studies of the surface properties,of the procoagulant activity
as well as of the changes in physical and biochemical parameters
of altered platelets. -
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- - Detection of the mechanisms involved in spontaneous platelet
aggregation, and in particular, when stored in antvcoagulated
plasma. :

3.5, Pilot studies in well~- def1ned pOpuLat1ons foLLow1ng standard1za~

tion of mater1aLs and methodoLogy

- Definition of suitable pat1ents for a chosen test procedure,
« elaboration of corresponding gu1deL1nes.

- Performance of "in vivo" studies and evaluation of the clinical
value of the chosen test procedures. :

3.6. Elaborat1on of an extended action programma aiming at the detect1on
of high risk groups with tendency to thrombosis by means of popula-
tioén screen1ng.

Requirements and timing

In order to facilitate the execution of the proposed European research

~action, following possibilities should be foreseen : a plenary meeting

once a year to obtain an interdisciplinary view of the related
research and to discuss own results as well as future trends and plans;
interlaboratory meetings for exchanges of ideas, methods and results
either by sub-group meetings or by visits of the scien ists engaged;
short term exchange of research workers between collaborating Labora-
tories for training in special methods or to perform investijations

on the spot using available facilities; a coordination centre, acting
also as secretariat and being responsible for the handenq of common
funds, and a project Leader.

Considering the complexity of ‘the probtem and the magnitude of the

research work to be carried out by the various collaborating insti-
tutes, this joint research effort should be planned for a 9er1od of

4 years w1th recons1derat1on after the f1rst 2 years.
FoLLow1ng the establishment of a precise work1ng plan, which foresees
an optimal sharing of tasks as well as a complementary working method
between the participants, all methodoLoq1caL work and all basic studies
will start simultaneously. Only the "in vivo" pilot studies will follow
at a later time but with gradual 1ncrease in their implementation.
The elaboration of a new proposal for an extended programme is. pLanned
for the last year in order to ensure also a desirable continuity of
work aside of its main task.
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4,3, Multiannual concerted project No 3 (3_years) relating to

EVALUATION, UNDERSTANDING AND SUBSTITUTION OF IMPAIRED HEARING

4.3.1. Elaboration

In compliance with its mandate, the Committee on Medical and Public
Health Research (CRM), assisted by its Ad—hoc Working Group .: Conge-
nital -and Environmental Factors in Deafness, has recommended as a
project of interest to the Community the joint implementation of re-
search in the field of "Evaluation, understanding and substitution

of impaired hearing' and advised the Commission in elaborating a cor-
responding proposal for a multiannual concerted action.

In accordance with this opinion the Commission has chosen this par-
ticular research field : '

~ on the basis of the exploratory work carried out by the Ad-hoc
Working Group; : ' o

- by considering the égreed objectives of European cooperation in
the medical and public health domain;

- by applying the mentioned criteria for the selection of research
priorities, and

- having regard to the conclusions elaborated by the European experts
in this particular field during a workshop on "Neurophysiology of
Hearing" (publication of 180 pages), held on. 20-22 May 1976 under
the sponsorship of CRM and the Commission, where according to the
present state of the art the most significant research problems
were identified, and where the needs for the most efficient handling
of the problem, from the point of view of R & D requirements, were
evaluated. ' ~

Relevant activities in progress in non-Member States, particularly in
European countries, as well as those of appropriate International
Organizations have been taken into account.

4.3.2. Motivation

ot A e S o B e e St e G o S S B B G e W

'In the Member States of the EC, a steadily increasing number of
more than 250 000 inhabitants are handicaped by perceptive (sen-
sory —neural) hearing losses in which the inner ear or more cen-
tral pathways are affected due to a variety of causes like in-
born disorders, diseases, ageing, tumours, trauma and/or envi-
ronmental factors.

Etiology and pathogenesis of these disorders of the inner ear

remain often obscure and methods for early diagnosis, therapy
. and substitution procedures are still inadequate or Lacking

despite the scientific and technological progresses achieved.
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Great research efforts have been made during the last decénnia,
to tackle the multiple aspects of the complex problem of per-
ceptive hearing losses. A survey of the present state of the art,
of current activities and of available facilities revealed the
following .situation

- Although knowledge on the morphology and physioloay of the
auditory system has markedly increased, we still insuffi-
ciently understand the basic principles involved in hearing
and in particular the pathophysiological processes and me=
chanisms involved in the multiple disorders of the inner ear.

"= Within the EC, there are excellent Laboratories specialized in
" morphological and heurophysiological research on the auditory

system. Unfortunately, those capable to carry out modern histo-
Llogical studies are mainly involved in projects on experimental
animals and are not cooperating with the laboratories specia-
lized in human neurophysiology, whereas many of the existing
neurophysiological Llaboratories are neither collaborating among
themselves nor familiar with the use of h1stoLog1caL prepara=-
tions for their own 1nvest1gat1ons.

- E[ectrophysioLogicaL studies have 1n the past contributed both
to a better diagnosis of auditory disorders and to a rehabili-
tation of hearing impaired individuals. Single laboratories
have reached a high level of their ocwn individual research and’
have provided for instance new diagnostic tools such as Electro-
cochleography and Eyoked Reésponse Aud1ometry, the proper use of
latter tools however and their further improvement still re=
mains restricted to a relative 'small number of institutes
‘because of their requirements for competent scientists and ade—
quate fac1L1t1es. ‘

C e S1m1LarLy, research on artificial auditory stimulation remains
the domain of few highly specialized institutes since this new
concept is still faced with numerous scientific and technologi-
cal R & D problems; its first applicable results to patients
suffer1ng from complete perceptive deafness are -encouraging
greater research efforts which in turn demand closer collabo-
ration at both multidisciplinary and international Level.

~ Moreover, recent development of computer technology would allow
to progress in the modelling of both auditory systems and audi-
tory disorders. Such steps, although deemed indispensable for a
better understanding of auditory function and dysfunction, are
still fragmentary mainly because of the lack of cooperation
between: the appropriate institutes or laboratories.

This actual research situation in the EC clearly states the par-
ticular need for a closer collaboration between existing insti-
tutes of different disciplines and underlines the scientific im-
portance of creat1nj a concerted research project at European
Llevel. ' o '
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Such an undertaking would not only allow to tackle more effi- -
ciently the multiple aspects of the complex research problem

and thus facilitate the execution of the highly specialized

work, but it would -also promise clear and reasonably early re-
sults concerning prevention, éarly diagnosis and rehabilitation
of perceptive hearing losses.

Furthermore, a progressive coordination of the related national
activities would contribute

-~ to avoid unnecessary duplication of research efforts;

~ to raise the lLevel of existing research in the different
countries to a European standard, and

- to compete scientifically with the research performed in other
continents.

o o o~ s Gt S (s G P e B G S S B S . G . U GO W S S

With children,deafness due to perceptive hearing loss results in
poor speech acquisition, psychoaffective and intellectual distur-—
bances and thus handicaps greatly their mental development. With
adults, even moderate hearing impairment influences considerably
their self-confidence and in particular their social relations
for which auditory— and speech-communication is of greatest im-
portance; severe impairment may also change for the worse their
social situation.

The number of deaf persons which cannot be helped efficiently is
considerable since available therapies of sensory—neural disor-
ders are very disappointing and corrections through hearing aids
are still difficult and in some cases impossible. Moreover, this
number is expected to increase mainly due to acoustic trauma
(high Llevel environmentaL noise) and to presbyacousis (which
appears with age and spares nobody).

The socio—economic importance of the proposed concerted research
action is evident when taking into account the total number of
persons affected by perceptive hearing losses in the EC (estima~
ted at more than 250 000) as well as the resulting burden to
the national health care systems, and when considering the im-
pact such disorders have on the social community and in parti-
cular on the suffering persons themselves. :

In addition, any improvement of possibilities for prevention,
early diagnosis and rehabilitation will safe money spent from
national social budgets, and any avoidance of duplication of
unnecessary research efforts that spent from public research

resources.
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4.3.3. Aim et objectives‘

The overall avm of this concerted research action is to help deaf

“people to overcome their impaired hearing by substitution of the

affected sensory-neural parts of their inner ear and thus to provide
them with adequate speech intelligibility, as well as to improve the
possibilities of prevention, of early diagnosis and of therapy of
perceptive hearing Losses by tackL1ng the foLLow1ng aspects of the

compLex problem

a. What is the structure and function of the normal hearing system ?

.b. What are the histo—mdrbhological alterations 1in an impaihed system?

c. What causes and what is its heurephysioLogicaL dysfunction ?

d. How can both diagnosis and prevention of such impairments .be im=
proved ?

e. How can a dysfunct1on be restaured or a functional Loss be subst1—
. tuted ?

The research work, to be carried out in close collaboration between
the appropriate institutes or laboratories of different dvsc1pL1nes,
is expected to cover the following objectives :

35.1. Comparative studies along common guidelines of the relationships
between histopathological, functional and clinical data in the
following particular cases of sensory-neural hearing losses :
hereditary deafness, congenital deafness (Rubella, etc...), neo-
natal deafness (kernicterus, anoxia ...), and deafness acquired
- through : acoustic trauma, drugs, ageing, v1ral d1seases,Men1eres
disease, neur1noma, etc...

For this purpose the organization of a European bone bank is pro—
posed which should consist of surface preparations of temporal
bones from patients who previously have been examined by advanced
eLectrophys1oLoq1caL and audiological methods. :

Animal models of such pathological entities will be of course, .
when possible, carefully considered.

i

3.2. DeveLOpment and/or 1mprovement of eLectrophys1oLog1caL tests of

auditory function; special attention should be given to : early
diagnosis of neurinoma, precise diagnosis of Meniere's disease,
brainstem—, central- and neural disorders, testing of eventual
low frequency residue, and development of objective tests of
neuraL function when the sensory ‘structures. are totally impaired.

3.3. Improvement of artificial auditory st1mutat1on. Here, preL1m1nary
studies of multidisciplinary character should include : electrode
performances, toterance of chronic¢ cochlear implants, effects of
long lasting current flow through the cochlea, comparison of
~electrode sites (multichannel systems), and. coding of sound 1nto
impulses on the electrodes.
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3.4. Elaboration of adequate mathematical models for peripheral and
central physiological information processing; development of
hard- and software for the modelling of normal and impaired
auditory systems. :

Requirements and timing

Besides the general requirements for coordination purposes such as
project leader, administration, meetings of Concerted Action Committee,
etc., this concerted project needs in particular the availability of
adequate means for subgroup meetings, short exchange of research
workers, interlaboratory visits, organization of workshops, etc.. in

order to disseminate rapidly knowledge and thus ensure an efficient

collaboration.

A duration of three years is proposed for this concerted action, but
due to the complexity of the problem to be tackled, this 3-year period
should be considered as an initial phase.

It is expected that a 2-year period will be necessary to establish an
effective chLaboration between the appropriate institutes by using
common guidelines and standardized methods.

First results should be obtained within this period; coritinuation is
foreseen by the submission of a new programme proposal in due time.

Multiannual concerted project No b (4 years) relating to

CRITERIA FOR PERINATAL MONITORING

Elaboration

In compliance with its mandate, the Committee on Medical and Public
Health Research (CRM), assisted by its Specialized Working Group
Research in the field of Biomedical Engineering, has recommended as
a project of interest to the Community the joint implementation of
research in the field of "Criteria for Perinatal Monitoring" and
advised the Commission in elaborat1nq a corresponding proposal for a
multiannual concerted project. ,

In accordance with this opinion the Commission has chosen this speci~
fic research field

~ on the basis of the explorative work carried out by the Specialized
Working Group;

- considering the conclusions reached by international experts in this
field during a number of meetings on "Standardization of perinatal
monitoring equipment' held in Amsterdam, March 1972, and amended
since then;

- having regard to the conclusions reached by international experts in
this field during a workshop on "Perinatal Intensive Care', held in
La Spezia, December 1975 under the sponsorship of the CRM and of the
Commission, where the most urgent research problems in-this field
have been identified;
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- tak1ng cognizance of the relevant activities in progress.in severaL
_institutes in the Member States, as well as in other States,
particularly in Europe and in North- America;-

- considering the égreed objectives of European cooperation in the
medicat and public health domain, and

"= applying the ment1oned cr1ter1a for the select1on of research pr1or1—
ties.

h.ob,2. Motivafion

2.1. Scientific_importance

The most frequent causes of neonatal mortality are prematurity
and dysmaturity. In the Member States perinatal mortality varies
from 10 % to > 20 %, whereas e.g. in Sweden in 1976 there has
been reached a perinatal mortality of 9 %. Increasing life stan-
dard and quality of health care will result in only a m1nor further
decrease of per1nataL mortaL1ty. =

, Atthough in some Member States per1nataL mortality is amongst the.
. lowest in the world, the research “for the causes of perinatal
morbidity still is an area of utmost importance. It has been
established that a great part of the mentally and/or physically
handicapped children owe their handicap to pathological condi-
tions during pregnancy and lLabour.

After ‘the introduction of perinatal monitoring techniques several
parameters and criteria for perinatal monitoring have been deve-
Lloped, but most of these are not evaluated and therefore reco-
gnized and accepted. Reasons for this lack of evaLuatiOn'are :

- only a few obstetric centres in the EC have s1muLtaneousLy

" available data concerning both ‘the monitoring period and the
neonatal condition, such as hemodynamic and metabolic parame-
“ters, the Agpar score, a neurological examination yielding a
neurological score, a monitoring of potential 'adverse effects
of drugs, etc. This implies that so far it is hardly possible
to correlate the above data with relevant perinatal data;

~ systematic information differs in its completeness from one
country to another.due to variations in patient populations and
to differences in terminology and definitions, in setting .up
records, and 1in running registers;

~ the number of cases in high risk'qroups as well as in a non-
manifest abnormal group is insufficient for an effect1ve study
at local level alone;

= the recorded data are of various types because the criteria
applied vary to a great extent; /

~ recently introduced techniques and methods to derive additional

~ information, such as PEP, (L)VET, and continuous measurement of
pH and po,, give promrising preL1m1nary results and hence deserve
to be eva%uated systematically. .
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Better knowledge of methods and techniques to detect the risks

- of neonatal deprivation during labour, the set up of criteria
for perinatal monitoring, neurological condition, drug monitoring,
etc., a cooperative approach for exchange of information and a
pooling of resources are,therefore necessary to make statisti-
cally valid studies feasible.

In order to obtain sufficient significant data on patient popu-
Lations to be selected, on methods and techniques used, and on
therapeutic treatments to be applied, institutions of the Member
States should combine their efforts in a cooperative action at
Community Llevel.

2.2. Socio-~economic_importance

It is the population of neonates that will profit of the results
of this concerted action. ‘

The mental load on a handicapped child and its environment is
heavy, but cannot be expressed quantitatively. However, the costs
of special care to be given to these chiltdren can be determined.

Precise figures are still to be acquired.

Aim and objectives

The aim of the proposed concerted project is to detect and decrease
high-risk for neonatal morbidity by evaluating and even developing

new perinatal monitoring techniques, by acquiring data on the neo-
natal condition, by correlating these with perinatal data, obtained
especially during labour, and by developing common criteria for peri-
natal monitoring. Successful completion will result in a considerable
benefit to all participating countries by raising the standard of both
medical research and medical care.

The research work is expected to cover the following objectives :

3.1.. Definition of specific high-risk groups : definition of patient
populations of several recognized high-risk groups of neonatal
morbidity like dysmaturity, prematurity, and maternal hypertension;
common protocols will be established to gather this information;
studies on the underlying mechanisms will be carried out in a
task—-sharing way.

3.2. Processing techniques : evaluation and improvement of Locally
used and newly developed processing techniques as well as methods
for monitoring; ‘aspects like averaging, trigger accuracy, pattern
recognition and data reduction without Loss of information wi'l
be covered; technical aspects, such as patient safety, handling
comfort and reliability, may be investigated, too.

3.3. Neonatal condition : elaboration of a common protocol for the
quantitative definition of the neonatal condition; evaluation,
comparison and improvement of available methods, such as the
Apgare score, neurological score, and the use of haemodynamic
and metabolic parameters.
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3.4. Studies of the correlations between neonatal conditions and .
relevant perinatal parameters obtained during labour; esta- .

. blishment of common criteria for perinatal monitoring : locally
used and newly developed methods, such as the classification
schemes of e.g. Caldeyro-Barcia, Hammacher, Hon and Wood, as
well as methods Like PEP, (L)VET, and continuous measurement
of pH and p0, will be evaLuated additional information will
be obtained gy performing experiments on pregnant animals and
by simulating pathological conditions during labour with com-
puter models.

It is obvious that, in order to be able to draw commonly valid
conclusions from the parameters of the patient populations, de-
finition of homologized terminology, techniques, methods, para—~
meters and criteria to be applied by the centres involved in
the programme, is a prerequisite. This may have a spin-off to
other obstetric centres, for the benefit of patient care.

Requirements'and‘timing

In order to ensure.an efficient coLLaborat1on, this common research
project will need the availability of adequate means for subgroup
meetings, short exchange of research workers, 11terlaboratory v1s1ts,

workshops and rapid dissemination of knowledge, aside from the requ1-,,

rements for the coord1nat1ng action.

The duration of the programme will be 4 years, i.e. 1 year for the
preparatory work and 3 years for the mentioned research work. Due
to the complexity of the study involved, this period should be con-
sidered as an initial phase. Continuation is foreseen by the sub=
mission of a new programme proposal in due time. '
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Multiannual concerted project No 5 (4 years) relating to

COMMON STANDARDS FOR QUANTITATIVE ELECTROCARDIOGRAPHY

Elaboration

In compliance with its mandate, the Committee on Medical and Public

Health Research (CRM), assisted by its Ad-hoc Working Group : Moni-
toring the Seriously Ill, has recommended as a project of interest
to the Community the joint implementation of research in the field
of "Common standards for quantitative electrocardiography" and
advised the Commission in elaborating a corresponding proposal for
a multiannual concerted project.

In accordance with this opinion the Commission has chosen this par-
ticular field of research '

- on the basis of the exploratory work carried out by the Ad-hoc
Working Group, and of a contractual review on the present state
of computer assisted electrocardiographic research in the EC
(P.W. MacFarlane, 180 pages, 1976);

~ having regard to the conclusions reached by international experts
in this particular field during the workshop, "Trends in Computer-
Processed Electrocardiograms'" (Nort-Holland Publ. Co., 437 pages,
1977), held on 3-5 November 1976 under the sponsorship of CRM and
the Commission, where according to the present state of the art the
most significant research problems were identified, and where the
needs for their most efficient handling, from the point of view of
R & D requirements, were evaluated;

- by considering the agreed objectives of European cooperation in the
medical and public health domain, and

~ by applying the mentioned criteria for the selection of research
priorities. '

Relevant activities in‘progress in non—-Member States, particularly in
European countries, as well as those of appropriate International
Organizations have been taken into account. ’

Motivation

e e e e o e w et e oy e gt b O G G . e Bt

Electrocardiography has been used for many years as a key, non-—
invasive method in the diagnosis and early detection of coronary
heart 'diseqSes. It is estimated that more than 50 million ECGs
were recorded 1975 in the EC Member States, for routine diagnostic
purposes in and outside hospitals, by general practitioners, for
screening purposes etc. Since it is likely that only a small per-
centage of all these routine or monitoring ECGs was reported by
trained cardiologists, whose interobserver variation is well
known, misleading interpretations are inevitable.
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For these reasons and in view of the heavy workload in reading
all ECGs, several groups in the.U.S. and Europe are in the pro-
cess of developing computer programmes for the automatic inter-
pretation of ECGS. As its outcome more than 15 proprietary or
public ECG programmes are already in Limited use in the Member
States of the EC butyhot a single one is presently accepted as
giving scientific satisfaction mainly due to deficiencies of
measurement and diagnostic parts of the programme.

An existing lack e.g. of common measurements criteria, of agreed
definition of waves, of standardized terminology for classifica~
tion and reporting, as well as of exchange of knowLedae and
experience is basically responsible for the confusing situation
of incomparability of data and is thus hampering collaboration,
evaluation of the results, as well as a judgement on ut1L1ty and
validity of a programme. : :

’

. The consequences of this situation, with which R & D is faced

today, are the following

-~ further initiative for ECG development and diffusion will be
more and more in the hands of commercial companies (like : IBM,
TELEMED, HP, Marquette from the U.S.A., Siemens, etc...) who
are offer1ng their own proprwetary programmes as software to
accompany their hardware,

- the.use of many public programmes in Europe (like the following
systems : Glasgow, Hannover, Lyon, Cimhub (Brussels), TNO- -
modular (Utrecht), etc...), developed by excellent research
groups mainly in university medical centres, will be limited
to the parent institute and a few friendly neighbours;

= future research, supported by public funds, will mainly be di-

rected towards improvement of existing local programmes,will
be painfully slow and costly, and will obtain modest scientific
results.

On the other hand, the‘buiLding up of EURONET, the European ''on-
Line" information network, as well as CRM's own activity in the
field of medical data transmission by public telephone systems

~will both offer in near future an ideal possibility for better,

sheap, and easily practicable diagnosis of coronary heart di-
seases through quantitative (in opposition to "qualitative and
subjective') electrocardiography. : :

Therefore, the here proposed establishment of qu1del1nes for the
urgently needed common standards in quantitative electrocardio-
graphy has to be seen as the first indispensable step to overcome
the existing difficulties and to create an effective European:
collaboration offering the benef1t of mutual experience and ex-
pertise. :

fhe‘expected scientific results of such multiannual (4 years)

cooperation would be the following :

~- availability of common standards for ECG measurements,

~- comparability of data réported by the participating institutes,
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~ progressive availability of harmonized diagnostic criteria,

-~ pooling of resources and building up of a small ECG library
for an evaluation of existing ECG interpretation systems and
their further improvement, and

- a great sfep towards a common interpretation system with the
possibility of using EURONET.

Execution in form of a concerted project is deemed important if
work on the inherent research problems is to be carried out ef-
ficiently. Becausenone of the national efforts alone is likely
to ensure adequate and reasonably early results, the chances of
success can be significantly improved by their integration into
a coordinated action.

e o £ P 0 G S B e et B S S Pt A S B U S S B S O S

Cardiovascular diseases represent a challenging problem in Western
countries because of their increasing frequency in morbidity and
mortality. Circulatory and heart diseases indeed, account for
about 50 % of all deaths, and nearly 60 % of their mortality is
due to coronary heart disease. The morbidity due to myocardial
infarction and angina pectoris plays an important role in the
incapacity for work and early invalidism and has a very high
socio—economic and financial impact cn each of the Member States.

Primary prevention measures aimed at the population at large will
ultimately produce the most rewarding results in the combat of

“coronary heart diseases; nevertheless, reliable and early diagnosis of

this disease, through computer—aided ECG interpretation, easily
practicable also by the general practitioner, is of utmost im-
portance. ’

As already mentioned, more than 50 millions ECGs were 1975 re-
corded in the EC and this number is steadily increasing. Here,
misleading interpretations are inevitable and estimated to vary
between 20 - 50 % (!!!) dependent on local facilities and other
circumstances. If calculating the sum yearly spent without utility
for health care, it becomes evident that each and even a modest
improvement will certainly save a considerable amount of money.

Furthermore, it is generally argued that computer—aided interpre-
tation has so far increased the cost of health care everywhere.
The automation of the interpretation however, even partially,

in selected categories, could radically reduce the cost of ECG
service. ' i
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Aim_and objectives_

The aim of the proposed concerted project is to establish guidelines
for common standards in quantitative electrocardiography including
routine diagnostic electrocardiography and patient monitoring. In
addition, initial steps will be taken towards the creation of a Lli-
brary of ECGs to improve diagnostic criteria and to provide the means
of testing newly developed techniques, which conform with proposed
standards. Successful completion will allow the elaboration of a
feasible and extended second programme in this particular research
field aiming at early diagnosis of coronary heart diseases by improved
diagnosis performance, which will be of considerable benefit to all

participating countries both for scientific and socio*economic reasons.
- This aim can be subd1v1ded into the foLLow1ng three objectives :

3.1, Standard1zat1on of ECG measur1ng procedures in quant1tat1ve (com~

-puter) terms; comparative studies of measurements performed by
different programmes; elaboration of guidelines and definition
of common standards for measurement;

3.2. Pilot studies to standardize the diagnostic criteria and the
algorhythmic documentation of their operation, and

3.3. Establishment of a modest p1Lot L1brary of ECGs ma1nLy for the
standardization purposes. ,

Requirements and timing

In addition to the general requirements of a concerted project, like
project teader, meetings, exchange of personnel, etc., the 1mpLementa-
tion of this proposed action necessitates the foLLow1ng part1cular possi=
bilities of which the costs should be charged on a common budget :

"-exchange of software betWeen the participating centres, and

- a central fac1L1ty for data handl1ng, comparison and programmat1on.
A duratwon of 4 years is proposed for this concerted project.

Following a preparat1ve phase (agreement,on working schedule and
methods) the standardization of ECG measurements will start as soon

as possible and gradually proceed over the years; only their results
will allow to start the setting up of a pilot Library (2nd - 4th year);

“the first steps towards standard1zat1on of criteria for diagnostic

1nterpretat1ons are not expected to be taken before the 3rd year.

A new proposaL for an extended programme will be submitted in due time.
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L 5. IMPLEMENTATION

i The second R & D programme in the sector of medical and public health
research will be implemented likewise by carrying out its five multi-
annual concerted projects. Because of its scientific, social and economic
importance, it will be of interest to all Member States, even to those

‘ not involved in a particular Lline of research or lacking the required

‘ facilities to participate actively.

¥ , In principle, the competent national authorities intend, as part of the
rules and procedures: applicable to their national programmes, to carry
_ out their contributions to the respective projects, and are prepared to

- integrate such research into a process of coordination at Community level.

"A Concerted Action Committee will be established for each project, in
which the Member States are represented by the persons responsible for co-
ordinating the national contributions to the programme.

The coordination of the concerted project will be carried out under the
responsibility of the Commission, assisted by a project leader to be ap-
pointed by the Commission in agreement with the respective Concerted
Action Committee.

After the Council Decision, third countries involved in European coopera-—
tion in the field of scientific and technical research (COST) will be in-
vited to participate in this programme.

The competence of the Committee for Medical and Public Health Research (CRM)
covers also the implementation of this programme; this Committee is, 1n
particular, duly qualified to give this research its proper place

within the sectorial policy of the European Communities as well as to
ensure its success.

6. FINANCIAL VOLUME AND STAFF

The financial volume of the national research contributions to the
f respective concerted projects is estimated at 37 million EUA (European
Units of Account) for the duration of the programme.
Its partition is as follows

Conc. buration EUA
project in years in million
|

. 1 4 3,4

: 2 4 10,0

. 3 3 9,0

4 4 7,6

5. 4 7,0

Total 37,0

)
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The cost of ‘coordination, charged to the Community budget, is estimated )
at 2,70 million EUA for the duration of the programme.

These costs include salaries for scientific and secretarial staff in-

volved in the coordinating action,(the allocation of 2 A and 2 C is

requested for this programme), administrative costs (expenses for experts, ; ,

meetings and publications) and expenditures by contracts (project leader, R

exchange of personnel, subgroup meetings, computer, etc.), subdivided as, *

follows : ~ : ' ‘ : .
. | 2

Personnel 766,400  EUA
Administration 294,700 EUA- S
Contracts 1.638,900 EUA g
‘ Total 2,700,000  EUA o B
’ .
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PROPOSAL FOR A COUNCIL DECISIGCN

adopting a second R & D programme
of the European Ecbnomic'Community

in the sector of

MEDICAL AND PUBLIC HEALTH RESEARCH

consisting of

five multiannual concerted projects

THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Having

and in
Having
Having

Having

regard to the Treaty establishing the European Economic Community,

particular Article 235 thereof,
regard to the proposal from the Commission,

regard to the Opinion of the EUropean Parliament,

regard totthe Opinion of the Economic and Social Committee,

Whereas by virtue of Article 2 of the Treaty establishing the European Economic

Community, the Community has been assigned the task of promoting throughout

+ the Community a harmonious development of economic activities, a continuous

' and balanced expansion and an accelerated raising of the standards of Lliving;

[}

. Whereas by Decisions 78/167/EEC, 78/168/EEL and ?8/169/EEC of 13 February

1978 (1) the Council has acdopted three multiannual concerted projects as a

first programme of community research actions in the sector of medical and

public health research;

(1) 0J No L 52, 23.2.1978,
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- Whereas the execution of such research as described in Annexes A.1 to A.5 to
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Whereas in its Resolution of 14 January 1974 on an 1n1t1aL outline programme
of the European Commun1t1es in the field of science and technoLogy (1) the ’
Counc1l stressed that an appropr1ate approach should be adopted towards the : e

whoLe range of ava1LabLe ways and means, including concerted projects and

ones, ‘should be associated in these projects, steps should be taken to make

this possible;

Whereas, ﬁnvifs ReséLution of 14 January 1974 relating in particular to the

coordination of hationaL policies in the field of science and téchnology (25,
the Council entrusted the Community institutions with tﬁe task of graduaLly ’
ensuring such coordination, aided by the Scientific and Technicél Research R
Committee (CREST); .

Whereas the five concerted Community research actions in the sector of medi=
cal and public health research, forming the second R & D programme of the

Community, are likely to contribute effectively to the achievement of the

abovementioned aims;

Whereas the Member States intend, as part of the rules and procedures appli=

cable to their national programmeé, to carry out the research described in

Annexes A.1 to A.5 to ANNEX I, and are prepared to integrate .such research
into a process of coordination at Community level over periods of three and

four years respectively; ’ , : : by

ANNEX I will require a financial contribution of about 37million European

units of account from the Member States; ' o
Whereas the Community is empowered to conclude Agreements with third countries
in the fields covered by this Decision; whereas it may prove advisable to , 1 ?

extend the coordination establiched by this Decision to third countries par=
ticipating-in European c00peratjon in the field of Scientific and Technical
Research (COST); whereas, on the one hand, procéduraL conditions should be
détérminedkso as to lead a rapid conclusion of these Agreements, and on the
other hand, negotiations should be opened with the countries referred to as

soon as this Decision is adopted;

(D 0J No €7, 29.1.1974, p. 6. \ | | E
(2> 0J No C 7, 29.1.1974, p. 2. | | : \ e
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Whereas the Treaty has not provided the specific powers for this purpose;

Whereas the Scientific and Technical Research Committee (CREST) has given

its opinion on the Commission proposal,
HAS DECIDED AS FOLLOWS :
Article 1

In the sector of medical and public health research, the Community shall
imp lement for a period of three or four years respectivety five concerted

projects, hereinafter referred to as '"the projects'", in the fields of :

1. Attempted suicide as a public health problem (4 years)
2. Detection of tendency to thrombosis - (4 years)
3. Evaluation, understanding and substitution of impaired hearing (3 years)
4. Criteria for perinatal monitoring - (4 years)

5. Common standards for guantitative electrocardiography (4 years)

The projects shall consist in coordination at Community level of the
research described in Annexes A.1 = A.5 to ANNEX I, which form parts of the

research programmes of the Member States.

Article 2

The Commission shall be responsible for such coordination.

Article 3
The financial contribution of the Community for the duration of the
programme is estimated at 2,7¢ million Eurgpean units of account and

the staff allocation at 4 servants.  The oo ozan uant of account s

1

defined by the re' unt Finang..i Reguisric
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Article 44

To fac1L1tate the execut1on of the five projects, a concerted action

Comn1ttee, hece1nafter referred to as "the Committee", shaLL be nstabl1shed
for each project.
For each project, a project leader shall be appointed by the Commission
in agreement with the respective Committee. He shall, in particutar,‘assistl s
the Commission in its coordinating action.. '
. {
The terms of reference and the compos1t1on of these Committees are

def1ned in Annex B to ANNEX I.

Each Committee shall draw up its ruLes of procedure. Its secretar1at

shall be provided by the Comm1ss1on.

S Article 5

In accordance with a procedure - to be adopted by the Commission in

agreement with the Committee, the Member State participating in the projects

'shaLL]eXchange regularly all useful information concerning the execution of

the research covered by each project and forward to the Commission all in—

formation that may be useful for coordination purposes. They shall also

" endeavour to provide the Commission with information on similar research

planned or carried out by bodies for which they are not responsible. This
information shall be treated as confidential if so requested by the Member

State which provides it.

The Commjssion shall prepare yearly progress reports on the basis of
the information supplied, and shall forward them to the Member States and

to the European Parliament.

At the end of the coordination period, the Commission shall, in
agreement with eachCommittee, forward to the Member States and to the

European Parliament a general report on the execution and results of each

>concerted’nroject The Commission shall oubL1sh th1s report six months

after it has been forwarded to the Member States unLess a Member State

objects. In this case the report shall be d1str1buted, at their request,
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solely to institutions and undertakings, whose research and production acti-
vities justify access to the results of the research carried out under each
project. The Commission may make provision that the reports remain confi-

dential and are not disclosed to third parties.

Article 6

1. In accordance with the provisions laid down in Article 228 of the
Treaty estabLishihg the EEC, the Community may conclude Agreements with
other States involved in European Cooperation in the field of Scientific
and Technical Research (COS%) wjth a view to extending the coordination
‘which is the subject of this Decision to research undertaken in these
States.

l
2. The Commission is hereby authorized to open negotiations for the

conclusion of agreements of the type referred in the preceding paragraph.

Article 7

This Decision shall come into force on 1 January 1979.

Done at ) For the Council

The President
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Annex A to ANNEX I

IMPLEMENTATION AND COORDINATION OF THE NATIONAL
CONTRIBUTIONS TO THE RESPECTIVE CONCERTED PROJECTS

The following competent medical research authorities of the participating.
Member States will ensure the implementation of the national contributions

to the respective research programmes, indicated in the subsequent Annexes

A.1 to A.5, as well as their coordination‘at national level : ‘ | .
Belgium ﬁ FMRM - Fonds national de la rechercﬁe médicale,
| Bruxelles ” ' : |
Denmaﬁk : . Danish MedicaL Réseérch CQU”CiFr C&penhagen
.Franée : ’INSERM - Institut national de la sanfévét;de La~~f

recherche médicale, Paris

~Germany :

Ireland : Medical Research Council of Ireland, Dublin
Italy s v CNR - Consiglio Nazionale della Ricerca, Roma and

Istituto Superiore di Sanita, Roma

Luxembourg :
Netherlands :

United Kingdom : MRC = Medicat Research»CounciL, London

~

g
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Annex A.71 to ANNEX I

'RESEARCH PROGRAMME RELATING TO ATTEMPTED SUICIDE
| AS PUBLIC HEALTH PROBLEM

LA (Concerted project No 1, 4 years)

The research will be carried out with the purpose of acquiring scientific
and technical knowledge in this fﬁeld, selected for its importance at

. Community level.
The research is expected to cover the following topics

1. Survey of extent and characteristics of the problem and of its social"

concomitants or determinants in defined areas of the Member States-

2. Elaboration of comparable scales and rating devices to identify the
recidivist suicide attempter and 'the suicide attemptef particularly at

risk for completed suicide.

’

3. Evaluation of the effectiveness of dffferent forms of services for the

suicide attempter.

4. Establishment, implementation and evaluation of harmonized control
policies in relation to attempted suicide ‘and- in particular to self-

poisoning by drugs.

. Belgium, Denmark, France, Germany, Ireland, Italy, The Netherlands and the

United Kingdom will contribute research under the topics mentioned above.

'
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Annex A.2 to ANNEX I ‘ <

~

RESEARCH PROGRAMME RELATING TO THE DETECTION OF
TENDENCY TO THROMBOSIS

(Concerted project No 2, 4 years)

The research will be carried out with the purpose of achiring scientific
and technical knowledge in this field, selected for its importance at

Community Llevel.

The research iS'expected to cover the‘foLLowing topics

1. Detection of activated clotting'factdfs'and of their reéction products.

2. Quantitative analysis of the inhibitors of the clotting system.

3. Studies of the active and inhibitory components of the fibrinolytic

system.
4. Studies on'blood platelets.

5. Pilot studies in well—=defined populations following standardization of

materials and methodology.

Belgium, Denmark, Frahce, Germany, Ireland, Italy, The Netherlands and the

United Kingdom will contribute research under the topics mentioned above.

)
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Annex A.3 to ANNEX I

RESEARCH PROGRAMME RELATING TO UNDERSTANDING
EVALUATION AND SUBSTITUTION OF IMPAIRED HEARING

(Concerted project No 3, 3 years)

The research will be carried out with the purpose of acquiring scientific

and technical knowledge in this field, selected for its importance at

)

Community Level.
The research is expected to cover the following topics @

1. Comparative studies of the relationships between histopafhotogica[,

functional and clinical data in cases of perceptive hearing losses.

2. Development and/or improvement of electrophysiological tests of auditory

“function.
3. Improvemént of artificial auditory stimulation.
4. Mathematical modelling of normal and impaired auditory systems.

Belagium, Denmark, France, Germany, Ireland, Italy, The Nethertands and the

United kingdom will contribute researéh under the topics mentioned above.
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Annex A.4 to ANNEX I

RESEARCH. ‘PROGRAMME RELATING TO CRITERIA FOR
PERINATAL MONITORING

t

Concerted project No 4, 4 years) =

The research.wi[L be carried out with the purpose of acquiring scientific
and technical knowledge in this field, selected for its importance at

Comhunity level.
The research is expected to cover the foLLowing tqpics
1. Definition of specific high-risk groups for perinatal monitoring.’

2. Evaluation and;improvement of existing processing techniques and methods
for monitoring. ' ‘ '
3. Elaboration of common quantitative methods to define the neonatal con-

dition.

4. Studies of the correlations between neonatal conditions and relevant
perinatal parameters obtained during labour; estabtishment of common

criteria for perinatal monitoring.

Belgium, Denmark, France, Germany, Ireland, Italy, The Netherlan&s'ahd the

United Kingdom will contribute research under the topics mentioned above.

21
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"Annex A.5 to ANNEX I

RESEARCH PROéEAMME RELATING TO COMMON STANDARDS
FOR. QUANTITATIVE ELECTRQOCARDIOGRAPHY

(Concerted project No 5, 4 years)

The research will be carried out with the purpose of acquiring scientific
and technical knowledge in this field, selected for its importance at

Community Llevel.
The research is expected to cover the following topics :

1. Standardization of ECG measuring procedures in qguantitative (computer)
terms; comparative studies of measurements performed by different pro-
grammes; elaboration of guidelines and definition of common standards
for measurement.

2. Standardization of the diagnostic criteria and of the algorhythmic do-

cumentation of their operation.
3. Establishment of a modest pilot library of ECG's.

Belgium, Denmark, Francé, Germany, Ireland, Italy, The Netherlands and the

United Kingdom will contribute research under the topics mentioned above.




1. The Committee shall :

\

1.1,

1.2.

1.3.

1.4.

1.5
The Committee's reports and opinions. shall be forwarded to the Commission

shall forward theése opinions to the CREST.

by the concerted project, and more especially of scientific and

- 38 -

“Annex B to ANNEX I . ' ’ .

TERMS OF REFERENCE AND COMPOSITION
OF THE CONCERTED ACTION COMMITTE

contribute to the optimum execution of the programme by giving its

opinion on all of its aspects;
' \

evaluate the resuLtsvand draw conclusions‘as regards their appli-

cation;

be responsible for the exchahge of information referred to in the

first subparagraph of Article 5;

keep abreast of hational research being done in the fields covered

technical developments Llikely to affect the execution of the

project;’

suggest guide[ﬁnesvto the project leader.

and to the Member States participating in the project. The Commission " RS ;5

\

The Committee shall be composed of persons hesponsibte for coordinating

the national contributions to the programme, and the project Leadef.

Each member may be,accompanied by experts.

g
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ADDENDUM: FINANCIAL DATA

PROPOSAL FOR A COUNCIL DECISION

adopting a second R&D programme
of the European Economic Community
in the sector of

MEDICAL AND PUBLIC HEALTH RESEARCH

consisting of

five multiannual concerted projects

(submitted to the Council by the Commission)




FINANCIAL DATA
h 1. BUDGET CHAPTER - : 3371
| 2. HEADING OF THE BUDGET TITLE : . Medical Research
B 2nd programme 3
3. JURIDICAL BASIS  :  Art. 235 of EEC Treaty

> 4. DESCRIPTION; OBJECTIVEsiAND JUSTIFICATION OF ACTION :

, 4.1. Descr1gt1on :

Enlargement of the first’ med1cat research programme by a second .

- one consisting of five multiannual concerted projects in particular
fields of common interest and conStvtuting the frame of a progressive
coordination of the ndtional act1v1t1es in the sector of med1caL and

" public health research.

4.2. 0b1ect1ves

»

Joint European research effort by 1mptement1ng five concerted prOJects
. in the f:etds of : . ,

1. Attempted su1c1de as publ1c heatth problem 4 years)

3 " 2. Detection of ‘tendency to thrqmbos1s - {4 years)
}f 3, Evaluation, understanding and substitution of ‘
?3 impaired hearing = - (3 years)
‘ 4. Criteria for perinatal monitoring e (4 yearS)

f S. Common standards for quant1tat1ve electro-
~ cardiography = N { years)

!

’f

L»f? - 4;3. Justification :
"ﬂn ; :

The .second programme of research actions in the sector of medical
- and public health research meets the concern of all Member States;
each of its parts, unanimously recognized and approved by the CRM/
CREST, represents a valuable approach to tackle the problems in
IR , common; their execution as ‘concerted projects ensures both efficacy
s ,and sharing of tasks between the Community and the competent national
T A »author1t1es of the Member States. ‘

v




- S}ATTOTAL FINANCIAL Iucxosucs or ACTION IN EUA
tvu;S 0. , Incidence on expenditures

ﬂ”jS 0. 0. Total costs, durwng the term env1saged, funded

2 700 000

':?sf}{,- on COmmun1ty budget ,
S - by natzonat admin1strations e }kgth‘ “ 57 0
- ¢ ‘ 37,000,000
e e by other sectors at natvonal level P f°,,'  .

Total ¢ 39,700,000 EUA

3.0.1. Muttiannual term ;;ﬁ ' “ . g . ; j;~[ faf _

cbmm'mem T dnew B

v

1979 | 1ss0 | 1981 | 1982 | Total,

.

staff | 174,200 | 186,400 196;aoov 209,000 |- 766,400
Manag. | 74,000 | ' 71,000 .75, 300; "f74;4ob}g 294,700

Contracts” | 901,800 | 342,600 377,900 | 16,600 | 1,638,90

-

Total , | 1,150,000 600,000 | 650,000 300,000 *| 2,700,000 |

S PAYMENT .

| | e | 19s0 | teer | 1982 " Total

staff . | 174,200 | 186,400 | 196,800 - 209,000 | 766,400
Manag. | , 74,000 | 71,000 |.75,300 | 74,400 | . 294,700 -

Contracts ’_‘. ;460,000 425,000 | 450,000 | 363;900 ﬁ 351,633;?00‘3 =‘;7

0 .
»o

© | Tetal |7 48,200 | 682,600 {722,100 {647,300 | 2,700,000 -




"f.,550;2;iebeluation;method "'Hl ;

. P Y . C L ) ' [
~_a¢ Staff expenditures ';3

A

'"sz“Theisteff~needs for this programme are estimated at :
2 categary Azstaff o |
2, category c staff

In add;tion to staff number est1mates, the evaluatwon takes
-into account the parameters adopted for the establwshmentvof
" the proposal for the budget forecast 1979. Only a variation
~of the correction coefficients is considered to meet possible
. needs originating from the general evolut1on of pr1ces in the
i_l:Community. ‘ L \

‘~Jb;'Adm1n1strat1ve expend1tures

;They cover the costs of mzss1ons, organ1zat1on of meetvngs

- (5 concerted action committees), convocation of experts, as 4

‘ well as those necessary for particular coord1nat1on purposes
(e.g. computer costs for proJect S, etc )

~c;’Contracts expend:tures

flThey‘cover‘ell expenditures arising from service-contracts and
providing the means for : project leader, his secretariat,

workshops of part1c1patfng research workers, short-term exchange,

.

of personnetl, exchange of’ mater1al, software, etc.

'rd;;Mult1annual forecastS‘

jn ﬂThe indices appl1ed to calculate the forecasts are as follows :
~«3 1980 -1, 07* 1981 - 1,13; 1982 - 1 20., o o

BT

5;1.3“71ncidence on the funds

“?f~ Community income tax on staff , ‘
- Functionarwes contr1bution for retirement fund

~

fCONTROL nsasuaes FORESEEN B p“ f‘-; 7rixrffl ”“[]»*Jff”’f tf o

v Scient1fic control : each concerted project’ is controlled by 1ts Concerted
L Actwon Comm1ttee.z‘*

:”t'Adm1n1strative controls T
] - Budget execution 5 Financial COntrol =
Regularity of expenditures T Financial COntrol
"FUHDING Acr:on e 11 s 5 .

i




