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EXPLANATORY MEMORANDUM

1. Origin of the European Pharmacopoeia

The Convention on the elaboration of a European Pharmacopoeia, which was
signed on 4 September 1964, entered into force in 1974. It currently covers

19 European countries:

- the 12 Member States of the European Communlty,
- 6 member countries of the European Free Trade Area (EFTA)

- CYDI’US.

The ex-USSR, Poland and Hungary have recently jndicated their interest in

the Convention.

2. Aims of the European Pharmacopoeia

The European Pharmacopoeia forms part of the general framework for the
harmonization of national laws on the manufacture, circulation and

d!étribution of medicines in Europe.

The alm of the progressive establnshment of a common Pharmac0poe|a for the
European countrles concerned |s -as stated In the recntals to the

'Conventlon, to:

-~ "harmonize specifications for medicinal substances which, in their-
original state or in the form of pharmaceutical preparations,‘are of

general interest and importance to the peoples of Europe“;

- "hasten the drawing up of specifications for the growing number of new

medicinal substances appearing on the market."



The harmonized monographs of the European Pharmacopoeia become official

technical rules which are appiicable in the countries of the Contracting
Parties. They are chiefly intended for the pharmaceutical industry and

the control authorities as well as, to a lesser extent, dispensing

pharmacists.

3. Functioning of the European Pharmacopoeia

The European Pharmacopoeia Commission is instructed to prepare and to adopt
technical decisions on the monographs. It consists of eminent écientists
appointed by each of the Contracting Parties for their competence and elects
a Chairman from among its members. The Public Healith Committee of the
Council of Europe administratively oversees these activities and in
particular lays down the date for impiementation of the monographs, although

it may not alter any of their technical content;

The work is prepared by a number of groups of experts in conjunction with
the Secretariat of the Pharmacopoeia, which has qualified scientific staff
and a technical laboratory. The Secretariat also publishes the successive
editions of the European Pharmacopoeia and manages and distributes the

reference substances to which it refers.

4. Benefit of the European Pharmacopoeia to the Community

From the outset, harmonization of the quality requirements for medicinal
substances and preparations has been an objective of both the European
Community and the European Pharmacopoeia. The binding nature of the
European Pharmacopoeia has been strengthened by Community directives on the
testing of proprietary medicinal products for human use and veterinary

medicinal products, which include several references to the Pharmacopoeia.
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The respectlve.annexés"fo Counci | b]feéiivé.75/318/EEC(1). as amended, and
to Cbunbij~plre¢tive£81/852/EEc(25, as amendéd{»simijarly state that: "The
monographs of the European Pharmacopoeia'shall apply to alil substances
_appearing'in“it".'-This Is‘thérefore cqrtéinly,an area of Community
competence, as confirmed at a latter date by the Council during the
exfansion between 1989 and 1992 of Community pharmaceutical regulations to
all»industrially prepared medicinal products for human or veterinary use.

5. The need for the accession of the European Community.

As this is an'area of Community competence, it is necessar},to regularize
the situation by enébllng the Community to accede to the Convention on the
‘elaboration of a European Pharmacopoeia by means of an appropriate Protocol.
For its part, the Commission regarded accession as an importaht aspect of -
its programme for the free circulation of -medicinal products and for {his

reason included in its "White Paper on completing the internal market".

This matter has also been regularly discussed since 1985 in the competent
bodies of the European Pharmacopoeia with the participation.of a Europeén
Community observer. The committees of government experts set up to advise
the Commission, in particular the Pharmaceutical Committee, the Committee
for Proprietary Medicinal Products énd the COmmittee-for:Vetngnary:
Medicinal Products, have helped to consolidate the discussions and
consultations With,the bodies of the European Pharmacopoeia.

6. The Protocol enabling the Community to. accede

By Decision of 26 May 1987, the Council authorized the Commission to conduct
- negotiations, within the framework of the Counci! of Europe, to enable the
EEC, with its Member States, td accede to the Convention.on the elaboration .
of a European Pharmacopoeia. As the initial version of the Convéntlon was

open to-lndlvidualwcountrias ohly, the negotiations led to.the.drafting of

(1) 0J L 147, 9.6.1975.
(2) 0J L 317, 6.11.1981,



an additional Protocol to enable the EEC to accede to it, the text of which
was approved by the Council of the European Communities on 7 March 1988.
The Protocol was then signed by the Contracting Parties in November 1989.

The Council of Europe informed the Community that, with the deposit of he
last instruments of ratification, the Protocol enabling the Community to
become a Confracting Party to the Convéntion on the European Pharmacopoeia
'entéred into force on 1 November 1992. '

7. Contents of the Protocol

As approved by the Council on 7 March 1988, the Protocol in particular-lays
down the decision-making procedures in the two bodies responsiblie for the
functioning of the European Pharmacopoeia (Public Health Committee and -
European Pharmacopoeia Commission). After coordination between the Member
States of the Community, the'European Community, represented by the
Commission of the European Communities, exercises the voting rights to which

the Member States’ delegatlons are currently entitled.

However, the Community does not vote on the technical matters discussed in
the Europeanh Pharmacopoeia Commisslion in order to respect the scientific
independence of the delegates who are personally appointed for their
technical competence. The Community therefore displays its confidence in
the scientific value of the work carried out within the context of the
European Pharmacopoeia. It would therefqre Ifke to rely fully on the

expertise of the members of the European ?harmacopoeia Commission.

8. The proposal for a Decision is accompanied by the text of the Convention
on the elaboration of a European Pharmacopoeia, which was signed in 1964,
and. the Protocol enabling the European Community to accede to it, which
entered into force on 1 November 1992. bA financial statement on accession
is attached to the proposal.

The Commission would ask the Council! to adopt the proposal for a Decision
accepting, on behalf of the European Economic Community, the Convention on

the elaboration of a European Pharmacopoeia.



" PROPOSAL  FOR ‘A COUNC IL DECIS‘ON ,
accépting,~on'behélf of the European Ecqnomic Community,
the Convention on. the elabororation of a European Pharmacopoeia

THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Havrnd regard to the Treaty establishing'the European Economic Community,
and In particular Article 113 thereof,

Having regard to the Commission’s proposal,

Whereas the Convention on the elaboration of a European Pharmacopoeia, which
was drawn up wfthln the Council of Europe, aims to harmonize specifications
for medicinal substances and pharmaceutical preparations to enable them to
circulate in Europe; whereas the monographs of the European Pharmacopoeia
become'official technical rules applicable within the territories of tﬁe

countries which are Contracting Parties to the Convention;

Whereas such measures are now more than ever necessary for.the manufacture,
circulation and dlstribufion of medicinal products. in Europe in order fo
facilitate trade betweén theACommunliy.and‘the 6ther Contracting‘Parties to
the Convention; - ' - ' ‘

Whereas, furthermore, the Community has already, in Council

birectlve 75/318/EEC of 20 May 1975 on the approximation of the laws of the
Member States relating to analytical, pharmacotoxological and clinical
standards and protocols in respect of the testing of medicinal products(1),
as last amended by Directive 91/507/EEC of 19 July 1891(2) | and Counci |
Directive 81/852/EEC of 28 September 1981 on the approximation of the laws
of the Member States relating to analytical, pharmacotoxological and
clinical standards and protocols in respect of the testing of veterinary
medicinal products(3), as last amended by Directive 92/18/EEC of

(1) 0J L 147, 9.6.1975, p. 1.
(2) 0J L 270, 26.9.1991, p. 32.
(3) 0J L 317, 6.11.1981, p. 16.



20 March 1992(4), unilaterally recognized the compulsory nature of the
European Pharmacoposia monographs for all products covered by the

abovement ioned Directives;
HAS DECIDED. AS FOLLOWS:

Scle articlie

The Convention on the elaboration of a European Pharmacopoela is hereby

accepted on behalf of the European Economic Community.

The texts of the Convention and the Protocol enabling the European Economic
Community to accede to it are attached to this Decision.

The President of the Council is hereby authorized to notify acceptance to
the Council of Europe, the deposltary of the Convention and the Protocol,
and to designate the persons empowered to slgn the Agreement for the purpose

of committlng the Community to It

Done at Brussels,

(4) 0J L 97, 14.4.1992, p. 1.
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CONVENTION ON THE ELABORATION

OF A EUROPEAN PHARMACOPOEIA

The Governments of the Kingdom of Belgium,the French Republic, the Federal
Republic of Germany, the Italian Republic,the Grand Duchy of Luxembourg, the King-
dom of the Netherlands, the Swiss Confederation and the United Kingdom of Great
Britain and Northern Ireland,

Considering that the Parties to the Brussels Treaty of 17th March 1948, as
amended on 23rd October 1954, resolved to strengthen the social ties by which they
are united and to make every effort in common, both by direct consultation and in
specialised Agencies, to raise the standard of living of their peoples and promote the
harmonious development of social services in their respective countries;

Considering that the social activities governed by the Brussels Treaty and
carried on, until 1959, under the auspices of the Brussels Treaty Organisation and
the Western European Union are now conducted within the framework of the Council
" of Europe, in accordance with the decision taken on 21st October 1959 by the Council

of Western European Union and with Resolution (59) 23 adopted on 16th November

1959 by the Committee of Ministers of the Council of Europe;

Considering that the Swiss Confederation has participated since 6th May 1964
in activities in the field of public health carried on under the aforesaid Resolution;

Considering that the aim of the Council of Europe is the achievement of
preater unity between its Members in order to. promote, inter alia, economic and social
progress by the conclusion of agreements and by common action in economic, social,
cultural, scientific, legal and administrative matters;

Considering that, so far as possible, they-have endeavoured to promote pro-
gress both in the social field and in the related field of public health and that they
“have undertaken the harmonisation of their national laws in pursuance of the afore-
mentioned provisions;

Considering that such measures are now more than ever necessary in respect
of the manufacture, circulation and distribution of medicines in Europe ;

Convinced that it is desirable and necessary to harmonise specifications for
medicinal substances which, in their original state or in the form of pharmaceutical
preparations, ate of general interest and importance to the peoples of Europe;
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Coavinced of the need to hasten the drawing up of specifications for the
growing number of new medicinal substances appearing on the market;

Considering that this aim can best be achieved by the progressive establish-
ment of a-common pharmacopoeia for the European countries concerned,

-Have agreed as follows :

ARTICLE 1
Elaboration 6!‘ a European Pharmacopoeia
The Contracting Parties undertake :

(a) progressively to elaborate a Pharmacopoeia which shall be common to the
countries concerned and which shall be entitled ''European Pharmacopoeia'';

(5) to take the necessary measures to ensure that the monographs which will
be adopted by virtue of Articles 6 and 7 of the present Convention and which will
constitute the European Pharmacopoeia shall become the official standards applic-
able within their respective countries.

ARTICLE 2
Organs concerned with the elaboration of the European Pharmacopoeia
Th'e elaboration of the European Pharmacopoeia shall be undértaken by:
(a) The Public Health Committee whose activities are carried on within the
framework of the Council of Europe, in accordance with Resolution (59) 23 mentioned

in the Preamble to the present Convention, hereinafter referred to as ''the Public
Health Committee'' ; '

(%) A European Pharmacopoeia Commission established by the Public Health
Committee for this purpose, hereinafter referred to as ''the Commission''.

ARTICLE 3

Composition of the Plubliclllealth Committee

For the purposes of the present Convention, the Public Health Committee
shall‘ be composed of national delegations appointed by the Contracting Parties.
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ARTICLE 4

Functions of the Public Health Committee

1. The Public Health Committee shall exercise a general oversight over the
activities of the Commission and for this purpose the Commission shall submit a re-
port on each of its sessions to the Public Health Committee.

2. All decisions taken by the Commission, other than those of a technical or
procedural character, shall be subject to the approval of the Public Health Commit-
tee. If the Public Health Committee does not approve a decision or approves it only
partially, the Committee shall refer it back to the Commission for further considera-
tion. :

3. The Public Health Committee, having regard to the rec ommendations of the
Commission under Article 6 (d), shall fix the time limits within which decisions of a
technical character relating to the European Pharmacopoeia shall be implemented
within the territories of the Contracting Parties.

ARTICLE 5
Membership of the Commission
1. The Commission shall be composed of national delegations appointed by tie
Contracting Parties. Each delegation shall consist of not more than three membcers

chosen for their competence in matters within the functions of the Commission. Each
Contracting Party may appoint the same number of alternates similarly competen:.

2. The Commission shall draw up its own Rules of Procedure.

3. The Commission shall elect a Chairman from among its members by secret
vote. The term of office of the Chairman and the conditions governing his re-election
shall be laid down in the Rules of Procedure of the Commission, provided that the
term of office of the first Chairman shall be three years. While he holds office, the
Chairman shall not be a member of any national delegation.

ARTICLE 6

Functions of the Commission

Subject to the provisions of Article 4 of the present Convention, the functions
of the Commissicn shall be :

(a) to determine the general principles applicable to the elaboration of the
European Pharmacopoeia;

(d) to decide upon methods of analysis for that purpose;
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(c)to arrange for the preparauon of and to adopc monographs to be mcluded
in the European Pharmacopoeia; and

(d) to recommend the fixing of the time limits within which its decisions of a
technical character relating to the European Pharmacopoeia shall be implemented
within the territories of the Contracting Parties.

ARTICLE 7
Decisions of the Commission

1. Each of the nauonal delegatxons mentioned-in Article 5 (1) shall be encxtled
to one vote. i

2. On all technical matters, including the order in which the monographs referred
to in Article 6 are to be prepared, decisions of the Commission shall be taken by a
unanimous vote of delegations casting a vote and a majority of the delegations en-
titled to sit on the Commission.

3. All other decisions of the Commission shall be taken by a two-thirds majority
of the votes cast and a majority of the delegations entitled to sit on the Commission..

ARTICLE 8
Seat and meetings of the Commission

L . The Commission shall hold its meetings at Strasbourg, the seat of the Coun-
cil of Europe.

2. It shall be convened by its Chairman and meet as often as necessary, but at
least twlce a year. »

. It shall meet in pnvate the workmg languages shall be the offxcxal languages
of the Councﬂ of Europe. ,

4. The Public Healch Committee may appoint an observer to attend meetmgs of
the Comm1ssmn. o : : ‘
ARTICLE 9
Secretariat of the'Commis‘sio'n
The Commission shall have a Secretariat, the head and the technical staff of
which shall be appointed by the Secretary-General of the Council of Europe on the

advice of the Commission and in conformity with the Administrative Regulations of

S
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the Council of Europe staff. The other members of the Secretariat shall be appointed
by the Secretary-General in consultauon with the head of the Commission's Secret-
ariat.

ARTICLE 10
Finances

1. The expenses of the Secretariat of the Commission and all other common ex-
penses incurred in the execution of the present Convention shall be borne by the Con-
tracting Parties in accordance with the provisions of paragraph 2 of this Artjcle.

2. Pending the conclusion of a special arrangement agreed to by all Contracting
Parties for this purpose, the financial administration of operations carried out under
the present Convention shall be dealt with in accordance with the provisions of the
Partial Agreement Budget in the social field relating to the activities covered by
Resolution (59) 23 referred to in the Preamble to the present Coavention.

ARTICLE 11
Entry into force

1. The present Convention shall beratified or accepted by the Signatory Govern-
ments. Instruments of ratification or acceptance shall be deposited with the Secretary-
General of the Council of Europe. :

2. The present Convention shall enter into force three months after the date of
deposit of the eighth instrument of ratification or acceptance.

ARTICLE 12
Accessions

L After the date of the entry into force of the present Convention, the Commit-
tee of Ministers of the Council of Europe, sitting with its membership limited to the
Representauves of the Contracting Parties, may invite, on such conditions as it con-
siders appropriate, any other Member State of the Council to accede to the present .
Convention.

2. After the expiry of six years from the said date, the Committee of Ministers
may invite, on such conditions as it considers appropriate, European States not mem-=
bers of the Council of Eucope to accede to the present Convention. 4

3. Accession shall be effected by deposumg with the Secretary-General of the

Council of Europe an instrument of accessmn, which shall take effect three months
after the date of its deposit.
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ARTICLE 13 '~ o o
Territoriai Application

1. Any Government may, at the time of'signatute or when deposicing its instru-
ment of ratification, acceptance or accession, specxfy the cerutory or territories to
wh1ch the presenc Convencmn shall apply.

2, Any Government may, when deposztmg its mstrument of ratification,” accept-
ance or accession or at any later date, by declaration addressed to the Secretary-
General of the Council of Europe, extend the present Convention to any other terri-
tory or territories specified in the declaration:and for whose international relations
it is responsible or on whose behalf it is authorised to give undertakings.

3. Any declaration made in pursuance of the precedmg paragraph may,in respect
of any terncory mentidned in suc¢h declaration, be withdrawn accordmg to the pro-
cedure laxd down in Arucle 14 of the present Convennon. :

©d

ARTICLE 14

Duration
1. The present Convention shall remain in force indefinitely.
2. Any Contracting Party may, so far as it is cdncerriéd "denounce the present

Convention by means of a nouflcaclon addressed to the Secretary-General of ‘the
Council of Europe: : :

3. Such denunciation shall take effect six months after the date of 'tiy'e.cevip‘{t by .
the Secretary-General of such notification.
ARTICLE 15

Notifications

The Secretary-General of the Council of Europe shall not1fy Contractmg
States of :

(a) any signature ;
() the deposit of any instrument of ratification, acceptance or accession;

(¢) the date of entry into force of the present Convention in accordance with
Article 11,

(d) any declaration received in pursuance of the provisions of Article 13;
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(e) any notification received in pursuance of the provisions of Article 14 and
the date on which denunciation takes effect. ' :

ARTICLE 16
Suppl'ementary Agreements

Supplementary agreements may be made concerning the detailed implementa-
tion of the provisions of the present Convention.

* ARTICLE 17
Provisional Application

Pending the entcy into force of the present Convention in accordance with the
provisions of Article 11, the Signatory States agree, in order to avoid any delay in
the implementation of the presént Convention, to apply it provisionally from the date
of signature, in conformity with cheir respective constitutional systems.

.In witness whereof the undersigned, being duly authorized thereto,
have signed the present Convention. -

Done at Strasbourg, this 22nd day of July 1964 in English and
French, both texts being equally athoritative in a a single copy which
shaLL remain deposited in the archives of the Council of Europe. The
Secretary-General shall send certified copies to each of the signatory
and acceding States.
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PROTOCOL TO THE CONVENTION ON THE ELABORATION

OF A EUROPEAN PHARMACOPOEIA

Preamble

The member States of the Council of Europe which are Parties to the Convention on the Elaboration
of a European Pharmacopoeia of 22 July 1964 drawn up within the Council of Europe’s Partial Agreement
in the Social and Public Health Field, hereinafter called “the Convention”,

Having regard to the Convention and particularly to the provisions of Article 1 thereof;

Considering that the European Economic Community has adopted rules particularly in the form of
directives which apply to the matters covered by the Convention and that it is competent in this field ;

Considering therefore that, for the purpose of implementing Article 1 of the Convention, it is
necessary for the European Economic Community to be able to become a Party to the Convention;

Considering that, to that end, it is necessary to amend certain provisions of the Convention,

Have agreed as follows :

Article 1

The term *“national delegations™ in Articles 3 and 5, paragraph 1, of the Convention shall be re-
placed by the word *delegations”.

Article 2 -

The following text shall replace Article 5, paragraph 3, of the Convention:

“3.  The Commission shall elect a Chairman from among its members by secret ballot, by a two-thirds
majority of the votes of the delegations. The term of office of the Chairman and the conditions governing
his re-election shall be laid down in the Rules of Procedure of the Commission. While he holds office,
the Chairman shall not be a member of any delegation.”

Article 3

The following text shall replace Article 7 of the Convention:
*“1.. Each of the national delegations shall be entitled to one vote.

2. On all technical matters, including the order in which the monographs referred to in Article 6 are °
to be prepared, decisions of the Commission shall be taken by a unanimous vote of national delegations
casting votes and a majority of the national delegations entitled to sit on the Commnssnon

3. All other decisions of the Commission shall be taken by a three-quarters majority of the votes cast. ‘
For these decisions, from the time of entry into force of the Convention in respect of the European Econ-
omic Community, the latter’s delegation shall vote in place of its member States’ delegations. It shall have

‘a number of votes equal to the number of its member States’ delegations.

However, should a Contracting Party alone possess the required majority, the Conlractmg Parties .
undertake to renegotiate the voting modalities no sooner than five years after the entry into force of the
Protocol, at the request of one of them addressed to the Secretary General of the Council of Europe.”
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Article 4

The following text shall be insered in Article 10 of the Convcntidn. as paragraph 3:

“3. The conditions of any financial pardeipation by the Europm Economic Community shall ba deter-
mined by agreement between the Contracting Parties.™ :

_ Article 5
I. A npew paragraph 3 shall be inserted in Article 12 of the Convention, worded as follows:
- %3, The European Economic Communixy may accede to the present Conveation ™

2.  The former paragraph 3 of Artcle 12 of the Convention shall be renumbered as pa.ragmph 4 of
the same Article. =

Article 6, _ . _
A new paragraph 4 shall be inserted in Article 13- of the Convention, worded as follows:
“4, Paragraphs 1, 2 and 3 above shall apply smumaris musandis to the European Economic Community.™

Arcicle 7

1.  This Protocol shall be open for signamure by the member States of the Council of Europe. havmg
signed or acceded to the Convention which may express their conseat to be bound by :

a."signature without reservation as to ratification, acceptancc or approval; or _

b. signamre subject o ratification, acceptance or approval, followed by ratification, acceprance or
approval. _ : :
2.  No member State of the Council of Europe shall sign without reservation as to ratification, accept-
ance or approval; or deposit an insrrument of ratification, acceptancc or appmva.[ unlms it is already or
becomes simnultanecusly Party to the Convention. | . : .

3.  Any Swute not a member of the Council of Europe which has acceded to the Convention may also
accede to this Protocol.

4.  Instruments of raufication, acceptance, approval or aCCCSSIOD shall be deposited with the Sor:rczary
Gcneral of the Council of Europe.

, Article 8

This Protocol shall enter into force on the first day of the month followmg the expiration of 2 period
of one month after the date on which all Parties to the Convention have expressed th-ir consent to be
bound by the Protocol in accordance with the provisions of Article 7,

Article 9 )
The Secretary General of the Council of Europe shall notify the member States of the Council, any
other Contracting State 1o the Convenuon and the European Economxc Commumty of
a. any sigoature;
b. the deposit of any instrument of ratification, acceplance, appro‘val or acccssxon
¢. any date of entry into force of this Protocol in accordance with Article 8
d. any orher act, golification or communicaton relating to this Protocol.

In witness whereof the undersigned, being duly authorized thereto, have
signed this Protocol.

bone at Strasbourg, the 16th day of November 1989, in English and
in French, both texts beino equally authentic, in'a single copy which
shall be deposited in the archives of the Council of Europe. The Secretary
General of the Council of Europe shall transmit certified copies to each
Member State of the Council of Europe, to any other Contracting State te
the Convention and to the European Economic Community.
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FINANCIAL STATEMENT

PROPOSAL FOR A COUNCIL DECISION

ON ACCESSION TO THE

EUROPEAN PHARMACOPOETIL A
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SECTION 1: FINANCIAL IMPLICATIONS

1. Title of operation

Accession to the European Pharmacopoeia Convention (Council of Ehrope)

2.

Budget headings involved

B 5-301 Pharmacopoeia

[Reference financial statements previously produced by the Cbmmission:

'SEC(86)2010 - Recommendation for a Council Decision on
’ negotiatibns with a view to accession to the

Pharmacopoeia

COM(87)697 - Extension of the pharmaceutical directives to
(pp. 46.47) medical products not yet covered. ' '

(vaccines, blood, radiopharmaceutidals)]

. Legal basis

Article 113 of the EEC Treaty

Commission Directive 91/507/EEC of 19 July 1991 amending the Annex to
Council Directive 75/318/EEC on the approximation of the laws of the
Member States relating to analytical, pharmacotéxicologicél‘énd clinical
standards and protocols in respect of the tesfihg'of mediéinal producf
(0J L 270, 26.9.1991).

Commission Directive 92/18/EEC of 20 March 1992 amending the Annex to
Council Directive 81/852/EEC on the approximat}on of the laws of the
Member States relating to analytical, pharmacotoxicological and clinical
standards and protocols in respect of the festing of vetérinary medicinal
products (OJ L 97, 14.4.1992).
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4. Description of operation and grounds for accession

The Convention on the elaboration of a European Pharmacopoeia, which was
signed in 1964 within the Council of Europe, entered into force in 1974. It
currently applies in 19 European countries, including the 12 Community

Member States.

The European Pharmacopoeia forms part of the framework for the harmonization
of national measures relating to the manufacture and quality control of
medicinal products in Europe. The harmonized monographs of the European
Phamacopoeia become official requirements applicable within the territories
of the Contracting Parties.

As this Is an area in which responsibility rests solely with the Community
-following the adoption of Council Directives 75/318/EEC and B81/352/EEC, it
is necessary to regularize the situation by enabling the Community to accede
to the Convention on the elaboration of a European Pharmacopoeia by means of
an appropriate Protocol. This objective is included in the "White Paper on

completing the internal market".

The Protocol, which was approved by the Council on 7 March 1988, has, on

1 November 1992, now been ratified by all of the Contracting Parties. The
proposal for a Council Decision is therefore intended to enable the Council,
on behalf of the Community, to accept the Convention and the Protocol to it.

Duration: permanent from the date of accession, planned for 1993.

Target population: Community citizens, more than 2 000 pharmaceuticai firms
and more than 100 000 pharmacists.

5. ¢l ifi n_of_ expenditure
5.1 Compulsory expenditure

5.2 Differentiated appropriations.
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‘6. Type of expenditure

Annual subsidy towards co-financing of the European.Pharmécopoeia. The
Pharmacopoeia budget is adopted by the Committee of Ministers of the Council
of Europe. The purpose of co-financing is to support the action to be taken
on a priority basis to promote the free movement of medicinal products

within the Community and the European Economic Area (EEA) such as:

the faster drawing up of monographs for substances of Community benefit;

— . the making of reference standards available to industry;

- collaborative tests between national laboratories for the control of

medicinal products;
- biological standardization (vaccines, blood derivatives, etc.).

The normal budget for the European Pharmacopoeia totalled approximately.

ECU 4 400 000 (FF 30 641 000) in 1992,.funded from the contributions paid by
the 19 countries which are Contracting Parties to the Convention in
-accordance with the conventional cost-sharing formuia of the Council of
Europe (88.5% to be borne by the Community Member States). To this. has been
added a special supplementary budget of about ECU 450 000 for bioldéﬁcal
standardization, including»EQU 300 000 funded by the Community on the basis

of a special contract between the two institutions.
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7. Einanciatl impact of the subsidy
(a) For 1993, a contribution of ECU 300 000 for the continuation of the

(b)

(¢)

current biological standardization programme Iis included under item

B 5-300. The Act of Accession should normally enter into force

around the middle or towards the end of 1993.

In the meantime, the contribution of ECU 300 000 under the current
framework contract for biclogical standardization sighed on
22 August 1991 will make it possible to ensure a certain amount of

‘continuity in ‘cooperation between the two institutions in this

sector until the end of 1993, given the uncertainty as to the exact
date of accession. From 1994, it will be replaced by appropriations

under the new heading B 5-301.

From 1994, the Community’'s overall subsidy to the European

Pharmacopoeia under the new budget heading B 5-301 will amount to

.ECU 750 000 and is intended to cover the following activities:

— ECU 300 000 for the third biological standardization programme;

- ECU 300 000 for tests in cooperation with the national
laboratories for the control of medicinal products and to allow the
European Pharmacopoeia laboratory to support the new European

Medicines Agency;

- ECU 150 000 to speed up the adoption of monographs and methods of
analysis for medicinal products of Community benefit and for new
categor ies of such products covered by Community legisiation, e.g.

homeopathy.

After 1994, the annual subsidy to the European Pharmacopoeia will
foliow the average rate of increase of 3% of expenditure. The

invariable costs will not need to be increased in 1994.
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(d) Indicative schedule of commitment appropriétions

1992 1993 1994 1995 1997 "and
successive years

B 5-300 * 300 000]300 000 - - .-
B 5-301 ** " | p.m.- p.m. | 750 000 772 500 - 795 000 (+ 3%
, o ) L - per annum)
* Current framework contract signed in July 1991, prior to accession.

** After the Council Decision, planned for the second half of 1993, to
" accede to the Convention. - o o o ‘ '

8. Anti-fraud measures

The financial control of the Counci! of Europe, which operates along the
same |ines as the financial control of the Commission, will see to it that
proper procedures are followed in respect of expenditure. The Commission
departments will check and approve the subsidies taking account. of the
Council Decision accepting the Convention and the principles of economy and
of sound. f-inancial and overall management. - The- checks will in particuilar

cover the following:

- the,prepardtory:working documents;

- the monographs adopted by the European Pharmacopoeia Commission;

- the official publication of the monographs by the Council of Europe;

- the making of the official reference preparations available tp firms and

control laboratories.

The Council of Europe will send the Commission of the European Communities
full annual reports on the use of the resources, including Justification

concerning the execution of work.
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9. t-off iven nalysi

9.1 Objectives and coherence with financial programming

9.1.1 Spe¢ific objectives:

(a) To relaunch and speed up the process of adopting compulsory
monographs for the quality of conventional medicinal principals fromv
various sources (generic medicinal products).

fb) To increase the numbér of monographs from currently sob (adopted
since 1975) to 1 000 by 1995 and 1 500 by the year 2000 so as to
facilitate intra-Community trade and trade with the EFTA countries
and the devéloping countries which still apply the standards of the
French and British Pharmacopoeias. ’

(c) To facilitate the drawing up of abridged marketing authorization
files containing references to the European Pharmacopoeia.

(d) To produce European reference standards for vaccines and biological
products.

9.1.2 These activities are provided for in the financial programming of
DG 111,

9.1.3 More general objective: to complete the internal market within the

pharmaceutical sector. Actions included in the White Paper in 1985.
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9.2 Grounds for the operation

The European Pharmacopoeia (Codncil of Europe, Strasbodrg) has laboratories

and a highly qualiflied technical secretariat with a staff of about 40. It~

gerrengesnnearly 75 meet ings of groups of experte a year,-with its operating

éoets limited to. expendlture on admlnlstratlon the Iaboretories and

Interpreting

The Council of Europe works in two official languages tEngItsh and French)
and does not normally reimburse travel expenses to government experts called
to meetings its apparent operatlng costs are therefore relatlvely low
compared with the actual expenditure to be borne by the Contractlng Parties

to. the Conventlon

The alternative would be to ask the Member States to withdraw from the .
Pharmacopoeia Convention and to draw up a Community Pharmacopoeia. This

- would'necessitate the creation of a laboratory infrastructure and the

holding of a Iarge number of meetings‘of experts at Community level and

would entaii much more expenditure than within the Council of Europe _

. (working Ianguages, travelyexpenses of eXperts);

9.3 Monitoring and evaluation of the operation

9.3;1 .Accession to the Pharmacoposeia:

Adoption and review, three times a year, of new monographs to be published
in the European Pharmacopoeia, in accordance with priorities and a timetable
to be‘agreed'in oonsultation with the Community. Following accession, the‘
Commisslon will intervene on behalf of the Member States as regards polic&
declsions on harmonization by the Pharmacopoeia and determination of the
priorlty objectlves '
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The production of European reference standards to be made available to the
European pharmaceutical industry and of monographs to be published in- the

Europsean Pharmacopoeia.
9.3.2 Performance indicators selected:

" Annual activity reports, summary records of the European Pharmacépoeia'

Commission, official publications of the European Pharmacopoela.'

Individual notifications of results by the Council of Europe to the

Commission of the European Communities.
9.3.3 Main factors of uncertainty:

The ability to continue the work in accordance with programmes laid down by
the Council of Europe in conjunction with the Community. The need'to
mobilize a number of government and university experts'whose‘participatibn
is voluntary. This uncertainty would also exist if the work were done by
the Community itself. ' B

10. Administrativ nditure for th igsion (part A of the budget)

10.1 Staff

Cooperation with the European Pharmacopceia wilil mean Wncreaslng thé number
of permanent staff (under the Staff Regulations) in Unit 111/C/3
(Pharmaceuticals), namely:

- 1°A (with pharmaceutical qualifications),

-1¢ -
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It will be necessary to ensure the appropriate coordination between the work
of a number of working parties of experts of the Pharmacopoeia and the
bodies to which the Community gives priority, in particular the Committee
for Proprietary Medicinal Products and the Committee for Veterinary

Medicinal Products.

10.2 Meet ings

The Commission will have to coordinate the position of the Member States of
the Community for each of the three sessions of the European Pharmacopoeia
Commission curréntly held and, where necessary, before certain crucial

meetings of groups of experts of the Pharhacopoeia.

This will involve additional expenditure on about six meetings a yeaf with -
the Member States at an estimated cost of ECU 69 000. These will be
meetings'of ihstitutional committees and their working parties: the
Cqmmittae for Proprietary Medicinal Products and the Committee for |

Veter inary Medicinal Products (item A 02510).
10.3  Missions

Provision will have to be made for about 12 missions a year to the steering
bodies and to various groups of experts of the Pharmacopoeia which generaliy
meet in Strasbourg, the seat of the Council of Europe. These expenses are

estimated atcapout gcuis 000 per annum.
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