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PRESS RELEASE

The Committee for Proprietary Medicinal Products (CPMP) held its twelfth plenary meeting
on 16-17 January 1996 at the EMEA, followed on 18 January 1996 by a post CPMP
consultation session with “Interested Parties” with representatives of industry, patients and
health professionals.

Centralised Procedures

The Committee adopted by consensus, within a total review time of 150 days, a positive
opinion for one new active substance (new centralised procedure) which will be forwarded to
the Commission for decision.

Four new applications (concerning  new active substances) under the Centralised Procedure
have been assigned to Rapporteurs and Co-Rapporteurs following identification (2 Part A and
2 Part B).

The first application for a Variation (Type II) procedure concerning a European Marketing
Authorisation granted by the Commission (centralised procedure) has been received and is
under review after having been attributed to the Rapporteur and Co-Rapporteur.

Scientific Advice

Scientific Advice had been prepared for one new active substance (Part A) employing for the
first time the system of “Co-ordinator”, and was adopted by the CPMP.

Appointment of Rapporteur and Co-Rapporteur for centralised procedures

The Committee agreed principles for the appointment of Rapporteurs and Co-Rapporteurs,
giving equal opportunity to all CPMP members to exercise this demanding function.
Companies were encouraged to propose three or four alternatives for Rapporteur from
different Member States to enable the CPMP to take their choice into account.

CPMP Pharmacovigilance

• Selegiline
The matter was brought to the attention of the Committee following the publication of the
first results of an open, long-term randomised trial showing an increased risk of mortality in
patients treated with a combination of Selegiline/levodopa in comparison with patients treated
with levodopa alone.

Following discussion at its special meeting on 3 January 1996, the CPMP formulated
questions to the principal investigators for reply as soon as possible. The Committee asked its
Pharmacovigilance Working Party to examine this matter in light of the further information
which will be made available in time for its next meeting in March.

• Sparfloxacin
The CPMP adopted a Pharmacovigilance Opinion (Art.12 procedure) concerning medicinal
products containing the antibiotic, Sparfloxacin. Following evaluation of the risks,
particularly in relation to phototoxicity, and benefits the Committee agreed on restricted
indications, additional warnings and special precautions to the SPC.

The Marketing Authorisation Holders have indicated that they will not appeal against this
CPMP opinion, which now awaits decision at Commission level.
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Mutual Recognition

• The CPMP noted the considerable progress achieved in mutual recognition, with twelve
successful mutual recognition procedures so far notified to the EMEA. Chairmanship of
the Mutual Recognition Facilitation Group now passes from Mrs Carmen Collado Alvarez
to Prof. Vittorio Silano, a new member of the CPMP, during the Italian Presidency.  The
group will continue its work dedicated to developing mutual recognition between Member
States.

• A referral under Article 11 of Council Directive 75/319/EEC has been made and the
procedure initiated.

• The Committee noted the referral for arbitration which will be made following failure to
reach agreement between concerned Member States in a mutual recognition procedure.

Meeting with Interested Parties

The CPMP held its second meeting with “Interested Parties” after the plenary session. The
following organisations were invited to participate in this exchange of views:

• Bureau Européen des Unions de Consommateurs (BEUC)

• Association Européenne des spécialités pharmaceutiques grand public (AESGP)

• Groupement des Pharmaciens Européens (GPUE)

• European Federation of Pharmaceutical Industries’ Association (EFPIA)

• Standing Committee of European Doctors
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