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Explanatory memorandum

By Council Directive 75/31G/fEC of 20 May 1975 a Conmittee on Preprietary
ledicinal Procducts was set up uwith tlhe main task to discuss contrete cases

regarcing authorization of proprietary medicinal products.

In the Directive it is stated that the Committee shall draw up its own
kules of Procedure. The Council adopted at the same time as the Tirective
@ declaration according to which "the Cemmicsicn shall stbmit to the
Concil the draft Rules of Procedurz, Subject to the okbservation it may
formulate, the Council takes notice cf the draft, the adoption of which
is agreed to by the Comission and the ilember States” (doc. 643/75

(RP/CES 16) of 2C July 1975).

The attached draft Rules of Procedure have been agreed to by the repre~
sentatives of the lember States in the Committee.


collsvs
Text Box


2N

Draft Rules of Procedure
of the

Committee for Proprietary Medicinal Products

THE COMMITIEE FOR PROPRIETARY MEDICINAL PRODUCTS,

Having regard to Council Directive 75/319/EEC of 20 May 1975 on the approxi-
mation of provisions laid down by law, regulation or administrative action
relating to rroprietary medicinal products (1), and in particular Article 8 (3)

thereof,

F.e PR"WS U7 VUS RULES OF PROCENUBRI AS FOLMNLOWT @
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Article 1

1, The Conmittee shall consist of one representative for each Member State
ani one repregsentative of the Commission. One alternate shall be appointed
for each of the representatives,

2. The Committee members and the alternates shall be appointed by the Member
States for thrse years provided they continue to be national officials
responsible for examining applications for authorization to market proprietary

mediciral products, Their appointments shall be rencwable,

3. An alternate shall sit * as such  ‘'on the Committee only if the full
member ig absent or is unable to discharge his duties,

4. Each ropresentative may be aqpompéqqurgtjtqmmittee meetings
by not more than three experts.

5 Even after their duties have ceased, ﬁembers, elternates and experts shall
be required not to disclose information of the kind covered by the obliga~

tion of professional seorecy,
Article 2°

The Committee shall elect its Chairman {rom among its members by absolute
majority and secret ballot. If, after two ballots, no candidate has obtained an
absolute majority of the votes, the member who obtains the relative majority

at the third ballot shall be elected. In the event of a tie the oldest candidate
~shall be declared elected. o '

Article 3

The term of office of tho Chairman shall be three years, He shall be eligible
for re-election once only. '

»
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Articlo 4

_On taking up his dut'les, the Chairman shall. cease to be a represen- )
tative and shall be replaced in that capacity.

Articlo 5

Two Deputy Chairmen shall be appointed to replace the Chairman when he is '
absent or unatle to discharge hig duties. One shall be elected by the Committee.

and the other appointed by the Commission.
i

The provisions of Articles 2 and 3 of these Rules of Proocedure shall apply to
the elechion and the term of office of the elected Deputy Chairmon,

Article 6

, .
:
! i

The Cormittee shall be convened 'by its Ghairman, either on his own initia:tive
or at the :eqt.est of a member, . S

Article T

‘The Chairman shall draw up the agenda, which shall “di stmgmsh

betweon ¢

(a) objeations to applications for me.rketing authorizations submitted to the
Cormittee for an opinion under Article 11 (1) of Directive 75/319/EEC;

(b) refusals, suspensions or revocations of mai;keting' authorizations submitted
to ihe Cormittee for an Opinion under Article 12 (2) of Directive 7%5/319/EEC;

(c) fresh examinations of previoue opinions under Article 13 of Directive
? 5-' tlQ/ "’.EC' ‘ 4 ro

(@) cpescific cdses submitted under Article 14 of Direotive T%5/319/ERC,

N
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Article 8

- Requests to convene the Committee which are made by a member shall be drawn up
in accordance with the classification 1in theforegoing Article and

reasoned SO ‘that they may cons‘utute the workmg paper of the Committee.

Article 9

1e Fursuant to Article 9 (1) of Directive 75/319/ EEC, the Member State con-
cerned shall forward to the Committee a dossier containing

(a) a copy of the request for forwarding to the competent suthorities of
the Hember States specified;

(b) ¢ copy of the marketing authorization;

(¢c) th» particulars znd documents specified in the second paragraph of Article
4 of Directive 65/65/EZC,

There shall be forwarded as many dossiers os there are Member States
speci fied, plus one for the secretariat of the Committee,

2, Purcuant to Article 9 (2) of Directive 75/319/EEC, the Committee shall
forthwith forward this dossier to the competent authorities of the Member
States specifieds

3. The Committee shall forward to the mmmhers of the Gomﬂ.'!;tee the docmnents
referved to in paragraph 1(a) end (b).

Article 10

1l The particulars and documents referred to in points (1) to (7) and (9) to (11) of

the second paragraph of Article 4 of Directive 65/65/EEC shall be provided
in the official language or one of the official languages of each of the Member

states specified. The particulars and documents’ referred to in point (8) of the
second paraaraph of Article 4 of the said Directive may be provides in a language
acceptable to the Member State specified.
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2e

”5“

of Directive 65/65/EEC and intended to be preserved by the secretariat of
the Committee shall be provided in a language acceptable to the Committse.

e Grs3ior proserved by the secretariat of the Conmittee may be oonsulted

by any member of the Committes or by the experts referred to in Article

q (4) mth the wrvtten authority of the member.

Article 11

The notice convening the meeting, the agenda and the working papers shall o
be forwarded by the Chairman to the members of the Committee in acoordance

with the precrdure laid down in Artiole 18 (2) and (3).

These papers shall be drawn up in a language acceptable to the Committee.

These papers shall be dslivered to the Permanent Representatives of the
Mamber 3tates and to6 the Commission not later than fifteen days before

the d<ta o “he meoting.

In urgexﬁ: cases, the Chainna;l may, at the request of a member of the
Committee or on'his own initiative, shorten this period of notice by up

Article lg
There shall be a quorum at meetings of the Committee if six Member State: are
represonted.

.to three clear working days, stating the grounds for his decision.

The NPFGSE'I’GBHVG of a Member State may, if necessary, act as the -
representatwe of ons other Member State. The Chairman of the Coumittee
“shall be 1nformed accordingly by the rPe:manen‘E Reprssentativa of tho

Member State who is to be so represented.

990/900 .
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Article 1

The Committee ﬁay set up panels of experts to study mattors of common
interest,

Article 14

The secretarial services for the Commitiee shall be provided by the Commission,
assisted, if necessary, by experts.

Article 1

1. The Member States concerned shall be informed forthwith of the reasoned opinions.
delivered under Articles 11 and 12 of Directive 75/319/EEC - in
accordance with the procedure set out in the first subparagraph of Article
18 (2).

2. Minutes shall be prepared under the responsibility of the Chairman S
for each meeting; they . shall be forwarded to the members of the Commities
in accordance with the procedure set out in Article 18 (2) and (3). Any
comments which the members may wish to make shall be communicated to the
Chairman in writing, The Chairman shall pass them on to the Committees
if there is disagreement, the proposed amendment shall be discussed at

the following meeting. If disagreement persists, this amendment shall be
appended to the relevant minutes.

Article 16

The Chairman of the Committes shall act on behalf of the Committee for the purpose
of making the formal record referred to in Article 10 (1) of Directive 75/319/EEC.

He shall forthwith inform the Member States concerned of such formal record

in accordance with the"hfdbédﬁfé_setf§ﬁf'ih”thé‘fiﬁsﬁ subparagraph of
Article 18 (2),

DOD/D’O
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Article 17 .

1, Tke sn~cretariat of the Committee shall aot:on behalf of the Committee for the puroose

of forwarding the dossier referred to in Artwcle 9 (2) to the competent authori-
tica ol the Narber Ctates in accordance with the procedure set out in the

first subparagraph of Article 18 (2) and, for the purppse of forwarding the.document.s'
retarrod to in Article 9 (3).

2+ Any inforrﬁé-tion foryarded\tq the C,ommw'tte,e-inr,acc_ordance with Ar,ticlesA
11 (3), 22 (2) axd 23 of Directive T75/319/EEC shall be brought to the
knowledgm ‘ﬂt‘ tha gambers of the Committee by the secretariat in a.ccorda.nge‘
with the proosdure set out in the second subparagraph of Article 18 (2).

Artiole 18

1. Correspondence concerning the Committee shall be addressed to the secretariat
of the Committes, Directorate—Gensral for the Internal Market, for the
attention of the Chairman.

2. Corccrinndance intended for the represemtatives of the Member States shall
be adirecsed to tha Permanent Represemtatives.

Copies of such onrvespondence shall be addressed directly to the represen-
tatives of the Member States,

3. Corraegpondence intended for the representative of the Commission shall be
adir:esel to the Conmission, Directorate-General for the Internal Market.

Artiole 19

_ Notwithstanding Article 214 of “the Treaty, the work of the
Committee and of the panels of experts and all the documents submitted to them
- shall be treated as confidential.:Nevertheless, the representatives of the
Membor 3*a%es aay, in accordance with the national laws in force, inform the
person rosnoasible for marketing a medicinal product or products of the
reasonad objection of a Member Staté, as refaerred to in Artiocle 16 (2) of
Directive 75/319/EC. |
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1.

3.

Financial Tecord Sheet

The Committce on Proprictary iiicicinal Froducts it cemposed by represen-
tatives of the iiember Sga;es ant cf the Commission,

The Committee will mcet in the followine cases:

= When it is wanted to rarket the rroduct in at least five Hember States

other than the firest lerber Stete heving authorized the product

= hen tlember States have takern different decisions regarding the same

product

= then in specificc.ses,nerbér Stztod ask for ttz opinion of the Lommittee
before reaching & decision concerning a rarketing authorization

It is not%rossjble to precdict enything exact abdeut the froauency of the
meétings of the Lommittes because 4t repentis on manufacturars and Merber
Statcs to what extent t@e Comm ttee=r.rocecure uitt he useel, Hewever, taking
into account the time~limits ‘hirh shatl ke followed by the Committes when
a case 1s brought for it it wqule be recscrabte to estinatb -the annual
nurber of meetings to tuc(ve. gvery hen*gr State mq; send a delegation
with & Members gaﬁe ﬂcrin#etrator, o analyst. cnu»pharmacolqust and
one clinician) to thé meotingsd They uiLL only b oai;‘the traqu.costs
from the Lommissioq.

Under the mentionod sup%?sitians the costs for the Commission witl be
around 250.000 f& per meeting or annually 3,000.00C F. ..
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