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| EXPMNATORYJMEMORANDUM

8)) The :mnal proposal for a European Parlmment and Councnl decision adOptmg g
programme of Community action on rare diseases was adopted by the Commlsslon on
26 May 1997 :
(2): The Economic and Socnal Committee? and the Committee of the Reglons3
delivered favourable opinions on this initial Commission proposal. ’
(3) In the light of the European Parliament’s opinion after its first readmg on 10
March 1998 the Commission, in accordance with article 189a (2) of the treaty, is now
submitting an amended proposal for a decision. The text mcorporates amendments that
clarify and broaden the actions covered by the programme..
. (4) The European Parliament adopted 28 amendments of which 16 canheanoeptedby
the Commission: 1 in toto, ZWuhshghtrewordmgand 13 partxally(matdnedwuha '
modified proposition). '
- (5) The 12 amendments which are not acceptable by the Comrmssxon can be grouped
as follows : ,
- 6 concern the recitals in the preamble
- 5 concern the articles of the decision ;

. - 1 concerns the annex ;
The reasons for rejecting these 12 amendments are the following:

- 4 amendments are not' acceptable for legal reasons (6, 10, 20, 21)

- 1 amendment falls outside the scope of the programme (18) -

- 3 amendments are unacceptably limiting (4, 15, 24)

- 2 amendments are covered elsewhere (11, 13)
- 2 amendments are unacceptable due to budgetary hmltatlons (14, 19)

I OFN°C0203 0f03.07.97 -
2 QOpinion delivered on 29 October 1997, OJ N°C 19 21.1.98

3 Opinion delivered on 20 November 1997, OJ N°C 64 27.2.98
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THE EUROPEAN PARLIAMENT AND
THE COUNCIL OF THE EUROPEAN

UNION ‘
Hmngragardtotln'l"renyembhlhngtlw ‘
European Commmty, in pﬂﬁmlar -
Article 129 thereof,

'Hmngregardtotheproposalﬂ'omthe‘f
Commission,

HawngregardtotheopnuonoftheEoononnc :

and Social Committee,

Havmgregardtoﬂteop:monofther.

Comm:tteeofthe Reglons,

Acting ' in accordance with the procedure
refmedtomArtxclelS%oftheTmty

L Wherus,thevery&ctofﬂnerarm

~ of the low-prevalence diseases and jv

conditions and the consequent lack of
information about them can lead to
' peopleaﬂ‘ectedbytbwecondahom

mﬂwyneed,

iy

'I-hvmgregudtotheproposalﬁom 5

}hwngmgardtoﬂxeopmmofthc

, 'EoonmmmdSoaalemntee,’

regardtot}woplmonofthe .

ConnmtteeoftheReglons,

ochzosurosowr
omvc 19 of 21.01.98
mwcqawozss




Whereas, for the purposes of this
programme rare diseases will be
defined  as  life-threatening or
rronicallv debilitating di ick
are of such low prevalence that

speualcombmdeﬁ‘ortsmneededto |

address them;.

Whereas,maooordanoem&pomt(O)
of Article 3 of the Treaty, Community

action shall include contribution |

‘towudsﬂlemammnofa}nghlevel
of health protection;, = -

Whereas Article 129 expressly
provides for Community competence
in this field in so far as the Community
contributes to it by encouraging co-
operation between the Member States
and, if necessary, lending support to
their action; promoting co-ordination

of their policies and programmes, and |

fostering co-operation with third
countries and international
organisations competent in the sphere
of public health, whereas Community
action should be directed towards the
_ prevention of diseases, and the
promotion of health education and
information;

2a)




- identified as a priority area for

Community  action  within.~ the
ﬁmwmkforachonmﬂleﬂeldof
pubhcheahh' :

., Whereas in :té Resoiﬁtnon (A+:.
o 0311/95)ontheMed1um-TmSoaal
Action ‘Programme 1995-1997% the |

Parliament asked the Commission to
present, under the proper procedutes,
- the action . programme for rare
diseases foreseen in'the Commission's
o ﬁ'amewoa‘kconmmmmononpubﬁc

Whuus,macoordanoewnhﬂw
pnnapleot‘mbsdiantyacuonm

competmceoftheCom:mmty such

as action on rare diseases, must be | |

‘undertaken by the Commumity only if | -
. and in so far as, by reason of its scale |

“or effects, it may be-better aclneved
atComunnmylevel, L

L coM3) 539 fmi
2 Q)N 032 o£05.0296

N

Whereas in its Resohution (Ad-

 0311/95) on the Medium-Term Social
' Action Programme 1995-1997 the | -
~ ~ParhamentaskedtheConmss:onto.
: pdweasesforeseenmtheComnnsslms -
ﬁ'amcwmkconmnwanononp!ﬂtc :

4 coM3) 539 flant

* onvesraosmss




10. . Whereas, by providing support for

- duplication, the programme will

‘Whereas, the Community can provide
added value to the actions of Member
States concemning rare diseases.
through the - co-ordination of
. national measures, the dissemination
of information and experiences, the
joint establishment of priorities, the
development of networking as
appropriate, selection of European
Community-wide projects and the
motivation and mobilisation of all
involved; |

Whereas co-operation with the
. <onal . . ‘
in the field of public health and with
third countries should be fostered,

acquiring better knowledge and
understanding of and  wider
dissemination of information about
rare diseases and by developing
actions complementary to existing
Community programmes and actions, |
while avoiding unnecessary
contribute to the achievement of the
Community objectives set out in
Article 129,
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11,

12.

13.

14,

15.

Mmordertomsethe_,.

- value and impact of the programme, a

continuous-assessment of the actions
mdemlmdmﬂdbewﬁedoug‘

~with - particular regard to
-eﬂbchvmassandtheachevmmtof

theobgectmssetmd,wﬂxa\new,
meappropnate,toym;kmgthe‘

‘necessary adjustmients;

,V_Wheeasthnsprogrammeshmﬂdbeof;‘j
- five-year duration in order to allow
~ sufficient” time “for &ctlons_to be

Commmtyumngetwnsmllhelpto
ensure that all Member States are

«-swnﬂ.lymfomedmtheevetuofm- ”
' emergency- situation, so that the|
“protecuonoftl\epowlmanmbe-

mmngeumforthempldcxchange -
of information do not affect the

”Menﬂ:ersmesnghtsmdobhgmms
“under Treaties or b?ilateml .

:mlﬁlata-alconvetmuns,'

_Wherensanaglwnentonama&s‘

vivendi  -between the FEuropean |

. Parliament, the Council and- the|

Commission concerning measures for

‘the implementation of acts adopted |

under the procedure laid down in |

- Article 18%b of the Treaty was
| mchedonZODecwnberlw -




16. Wlmtlnldeumhysdown,a

meaning of point 1 of the Declaration

of the Buropean Parliement, the |

Council and the Commission . of 6

March 1995, for the budgetary|
authority during the anmual budgetary |

17.  Whereas the Community’s financial
 perspective is valid up until 1999
and will have to be revised for the
period beyond that date;

18,  Whereas the financial framework for
the last four years of the programme
(2000-2003) shall be determined after
the establishment of the fature
ﬁmnaalperspecuves,

HAVE DECIDED AS FOLLOWS:

Article ]

- Establishment of the programme

1. AprogmnmeofComnumityacﬁon,

on rare diseases hercinafter referred to
as ‘"this programme", is hereby
adopted for the period 1 January 1999
to 31 December 2003 in the context
of the fiamework for action in the
field of pubfic health.

2. The gim of this programme is to
contribute towards ensuring a high
levelofheahhprotecuonmrdauonto
rare diseases by providing knowledge
about these diseases by promoting

and strengthening patient support |.

groups and by fostering the setting up
of cluster response teams.

3 'I‘heactlomtobeunplanentedunder
this progtlnnne their _specific

The aim of this programme is to

'conm'butetowardsenmnngahlgh

level of health protection in relation
to rare discases by providing
lmOw!edge about these dlseeses,

p_rszf:mszmls, by promoﬂns and
strengthening  patient  support
groups, and by fostering the setting
up of cluster response teams.




ol:jecuvesmsawtmﬂnm.

1 MomonConmmmﬁmmuon |

2) Acummwppmofpaumtmd
ER '.Aeumsonhandlmgmdxm

Implementation
1. The Coximimon shall " ensure
implementation, in close co-operation

‘ wnthﬁwMarberStates,oftheacﬂonsset
outmtheAnnex. S _

2. The Commission shall co-opemte w1th '
institutions and orgamsatmns wtwe m '

theﬁeldofmednmses

Budget

11.  The financial framework for the
" implementation of the programme|

 for the year 1999 shall be ECU 1,3
Million, in keeping with current
financial perspectives. The financial
framework for the final four years of
the programme (2000-2003) shall be
determined in detail after- the

establishment of the future ﬁnancial -

. peI specﬁ [e.s“‘ ‘

2. Themmalappropnanonsslmllbe
established by the Budgetary
Aut}mtymaocordame

3)




ComMmq and complementarity

The Commission shall ensure that there is
consistency and complementarity between the

Community actions to be implemented under |

this programme and those implemented under
other relevant Community programmes and

Cominittee

1.  In implementing this action plan, the
Commission shall be assisted by an
advisory - committee,  hereinafter
referred to as “the Committee”,
consisting of two representatives from
each Member State, and chaired by
the Commission representative.

2. . The representative of the Commission

. shall submit to the Committee a draft |

~of the measures to be taken
cmoermng,mpmumlar

.the criteria, and procedures for
selecting and financing projects under
this programme;

the evaluation procedure.

@®

®
The Committee shall deliver its opinion on the
draft, within a time limit which the
chairperson may lay down according to the

urgency of the matter, if necessary by taking a

The opinion shall be recorded in the minutes;
in addition, each Member State shall have the
right to ask to have its position recorded in
the minutes.

Iunmplementmgtlnsacuonplm,
Connmss:onslmllbeass;swdby
advisory committee, hereinaft
refecred to as "the Comm:ttee
consisting of twe
from each Member State, and
bytheComrmsslonrepmwmve

* Correction of the text due to a mistake in the English
version of the proposal COM(97) 225 finul




account of the opinion delivered by the | .
| Committee. It shall inform the Committee on
ﬂnmmmwh:ch:tsoptmonlmbeen

- takenmwcmmt

"I'herepresematweofﬂleConnmssmn'shaﬂ
keep the Committee regularly informed about
Commission proposals or Community
initiatives and the  implementation of
programmes in other policy areas which are
relevamtoﬂ:eadnevementoftheobjecum
ofth:sprogmmme :

International co-npdi'aﬁon

1.  Inﬂ\ecourseofmlplmmgﬂns
uprogmmne,oo-operauonmththlrd
‘orgamsatnomoompetunmtbeﬁeldof
wbﬁclwdthshnllbefosterecl .

2. Tlusprogmnmeshallbeopmto
' participation- by the associated
‘countries of Central Europe (CEC), in
accordance with the conditions laid
- downmﬂleAssoaanonAgreunents
or Additional Protocols related thereto
oonoenmg - participation - in.
progmmme shall - be open to
participation by Cyprus and Malta on
the basis of additional appropriations
in accordance with the same rules as | -
those applied to the EFTA countries, |
-in accordance with procedures to be

agreed with those countries,

: Mdnitoﬁng and evaluatioh

1. In the hhpleménﬁﬁm of this |
- Decision, the Commission shall take

the necessary measures 0 ensure

10




the monitoring and continuous
evaluation of the programme taking
account of the general and specific
objectives referred to in Article 1
and in the Annex.

2. - During the third year'of this

programme, the Commission shall
present to the European Parliament
and to the Council an evaluation

- report

3 The Commission shall submit to the
Buropean Parliament and the
Council a final report on completion
of this programme.

4. The Commission shall incorporate

into these two reports information
on Community financing in the
various fields of action and on
complementarity with the other
actions referred to in Article 4, as
well as the results of the
evaluations. It shall also send them
to the Economic and Social
Committee and the Committee of
the Regions. o

Done at Brussels,

For the Buropean Parliament
’ For the Council

The President
The President.

ANNEX

SPECIFIC OBJECTIVES AND
‘ACTIONS
L ACTIONS ON COMMUNITY

‘| INFORMATION ON RARE DISEASES

Objective; to provide knowledge about rare

 diseases especially for patients,

health professionals and
researchers.

Objective :

to provide knowledge about rare

diseases especially for patients and
their relatives, health professionals
and researchers.

11




Emngumntandmpportforthe
establishment of a European rare
diseases database; with entries listing
the disease name, synonyms, a general

- description of the disorder, symptoms, |

treatments, investigational treatments

(when available) and a list of resources |

that can be contacted for further
information about the condition.

Promoﬂngacoesstomformationand‘
co-ordinating existing information.

systems and services by supporting the

setting up and - strengthening of
«networksatloml,mglonal,natlonal

- and comnmunity level

s&mgthmvohmtaryorgamsanonsmvotvedm:
supporting people directly  or mdlrectiy:

 health  professionals in order to
“lt. | - I . |l m
pmvenuonofmreckseues
IL  ACTIONS IN SUPPORT OF|
PATIENT AND FAMILY.  SUPPORT
GROUPS = IR
Objective: = to estabhsh, foster .and

aﬂ‘ectedbyraredtseases

4.

Promotmg the establishment ofgtoups "

_conditions or those professionally

involved in order to disseminate their

investigational _ treatments  (when

’anbeoomaaedforﬁxrmer”\

12




co-ordinate their activities at national
and Community level. '
5. Promoting the groups' oollabbration

and networking and the setting up and
fostering of umbrella bodies, focusing

particularly on efforts to encourage |

the continuity of work and cross-

national co-operation.
II. ACTIONS ON HANDLING
RARE DISEASES CLUSTERS

Objective: to ensure an efficient handling of

the problem of clusters, which is
of key importance for rare
diseases.

6. Supporting the monitoring (sentinel)
of rare dtseases, including birth
defects, genetic disorders or diseases
of different organ systems and the
appropriate  techniques for low-
prevalence diseases, in order to meet
on the one hand the demands of
detection, treatment and research and
on the other hand the demands of
relevant statistical monitoring.

7. Promoting the creation of rare

diseases response teams and of |

investigating clusters.

8. Supporting surveillance and early

warning systems for clusters.

9. Encouraging the exchange of expertise
in the evaluation, assessment,
communication and management of
clusters of rare diseases that are
associated with exogenic causes.

Objective :

an effective system
1 l!.x‘) s !_ ! LY LIEA SE-INIVE-RIN

l!lL_!'E"

l;..' ] ' '.‘_ﬂu ..'.' VI, SSSCSITICTIL AiN]
handling ¢ are  diseases angd

dkm.cﬂm

Promoting e __development ¢
systems for the monitoring of rane
 dises : ommupity _leve
mcludmg birth defects, genet

disorders or diseases of differeq
organ systems and the appropriate
techniques for  low-prevalende
diseases, in order to meet on the orng
hand the demands of detectio
treatment and research and on

other hand the demands of relevar

- ‘ 0
Promoting _the creation  and
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