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1. The Committee for Proprietary Medicinal Products (CPMP) held its ninth meeting on 17-19 October at the
EMEA.

2. Centralised Procedures: The Committee adopted positive opinions by consensus for three new active
substances which will be forwarded to the Commission shortly. These opinions are for ex-concertation
procedures. These opinions are added to the three previous positive opinions, which are awaiting marketing
authorisation by the European Commission.

The Committee appointed Rapporteur and Co-Rapporteur for 3 new centralised applications to be
submitted before the end of this year to the EMEA, taking into account companies’ preferences. In total, in
1995, 25 new applications under the Centralised Procedure have now been assigned to (Co-) Rapporteur
following identification (9 list A and 16 list B).

3. Multi-State Procedures: The Committee adopted positive opinions on three (non-binding) multi-state
procedures.

The Committee took notice of a procedure agreed upon by the Member States on the revision of opinions
issued by the former CPMP.

4. The CPMP heard reports from recent meetings of CPMP Working Parties, which in view of the upcoming
ICH-3 Conference dealt mostly with the development of ICH guidelines.

5. Pharmacovigilance:

a) Oral Contraceptives:
At a hearing organised by the Committee on 18 October 1995 as yet unpublished data from three
independent epidemiological studies comparing the risk for cardio-vascular events, venous
thromboembolism, acute myocardial infarction and stroke (in women taking “second generation” oral
contraceptives containing levonorgestrel, norethisterone, or ethyndiol, and “third generation” oral
contraceptives containing desogestrel and gestoden) were presented.

The results from the studies were consistent and confirmed earlier findings that oral contraceptive use
increases the risk of venous thromboembolism. In addition the data suggest about a two-fold increase of the
risk of developing venous thromboembolism for oral contraceptives of the “third generation” compared to
the “second generation”.

Information from ongoing analyses on myocardial infarction and stroke is likely to become available within
four to six months’ time.

In the interest of public health the CPMP members will evaluate existing data and convene an extra
meeting as a matter of urgency on 26-27 October 1995.
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b) Anorectic Agents:
Marketing authorisation holders for the different active ingredients containing anorectic agents currently
under observation were given the opportunity for a second hearing with the Committee, to further elaborate
on the need for what duration of drug treatment, the benefit of short and long-term treatment, the risk of
developing Primary Pulmonary Hypertension and tolerance/dependence during treatment. The Committee
will consider the new information given.

c) Naftidrofuryl containing medicinal products:
The Committee adopted the final opinion for medicinal products containing naftidrofuryl for infusion
(formerly proposed  use:  arterial occlusive disease): Marketing authorisations for these products should be
withdrawn. The opinion given previously was confirmed after appeal, and will be forwarded to the
European Commission shortly for enforcement. In the meantime the infusion products had already been
suspended Europe-wide.

6. Scientific Advice: Coordinators have been appointed for four scientific advice procedures.
The details of a standard operating procedure were discussed, and will be adopted in November. It will be
circulated to “Interested Parties”.

7. The CPMP for the first time held a meeting with “Interested Parties” at the end of its meeting, and invited
for a general exchange of views with the following organisations:-

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

8. The Agency will make public the EPAR (European Public Assessment Report) as soon as the first
centralised EU marketing authorisation is granted by the European Commission.

This and other general information about the EMEA will soon be provided:

- E-mail: mail@emea.eudra.org;
- Internet: www.eudra.org.

Prof. Rolf Bass
Head of Unit

Annex: Member State agreement on a procedure for the revision of opinions issued by the former CPMP (MRF
95/1)


