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PRESS RELEASE

The Committee for Proprietary Medicinal Products (CPMP) held its 14th plenary meeting on 12-14 March
1996 at the EMEA, followed on 14 March 1996 by a preparatory CPMP meeting for the next ICH steering
committee in Washington 29 April - 3 May 1996, also as joint meeting with the European Federation Of
Pharmaceutical Industries Association (EFPIA).

    Centralised Procedures

The Committee adopted a positive opinion by consensus for one List A medicinal product (ex concertation
procedure) which will be forwarded to the Commission shortly.  In total, positive opinions for 14 new
medicinal products (four from new centralised procedures and 10 from ex concertation procedures) have been
adopted by consensus since May 1995.

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

The Committee took note that the European Commission had granted a European marketing authorisation
for Novoseven (rh Factor VIIa).  The new EPAR is available from the EMEA on the Internet.

The current requirements concerning languages and number of copies for submitting centralised
applications were agreed and are available (EMEA/NTA/001/96). The CPMP adopted the contribution of
the Draft Notice to Applicants, Chapter IV - Centralised Procedures, for inclusion in the upcoming
Revision of the Notice to Applicants by the European Commission.

    Pharmacovigilance

Following transmission of the Committee opinions on anorectic agents several companies for different
substances have expressed their intention to appeal.

     Working Parties and ICH    

The Committee heard Reports from the chairmen of its Working Parties, especially in the light of guidance
development towards ICH.

A special CPMP/EFPIA meeting was held on 14 March 1996 to discuss the ongoing ICH topics,
especially the new topics launched in Yokohama in December 1995.

    CPMP Guidance

The following guidelines were adopted:

• CPMP Guideline on plasma derived medicinal products (CPMP/269/95), for coming into operation on
1 September 1996.

• CPMP Note for Guidance on allergen products (CPMP/243/96) has been revised from a document
adopted by the previous CPMP.

• Clinical trials with haemotopoetic growth factors for prophylaxis of infection following
myelosuppression or myeloablative therapy (CPMP/555/95) for coming into operation on 1 September
1996.

• Core SPC for human immunoglobulin I.V., for consultation. Comments by interested parties are
requested by 14 April 1996.

The Press Release and other documents are available on the Internet (hppt://www.eudra.org/emea.html)
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