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PRESS RELEASE

The Committee for Proprietary Medicinal Products (CPMP) held its plenary meeting on 19-20 December
1995 at the EMEA, preceeded by preparatory  meeting on 18 December 1995 and followed on 21 December
1995 by sessions on scientific advice requested by companies.

    Centralised        Procedures   

The Committee adopted by consensus a positive opinion for one new active substance ( ex concertation
procedure) which will be forwarded to the Commission shortly.

Eight new active substances (from ex concertation procedures) have been adopted, by consensus, since May
1995. Of these three have been authorised by the European Commission. These are Gonal F (follitropin
alpha) on 20 October 1995, Taxotere (docetaxel) on 27 November 1995 and Betaferon (interferon beta 1-b),
on 30 November 1995. (EPARs are available on the Internet.)

In total in 1995, 30 new applications (concerning 26 new active substances) under the Centralised
Procedure have been assigned to Rapporteurs and Co-rapporteurs following identification ( 9 A and 21 B).

Concerning the appointment of Rapporteurs and Co-Rapporteurs for upcoming applications in the
Centralised Procedure (list A/B) the Committee agreed that in the future it may not always be possible to
follow the suggestion of the applicant.  In order to avoid an imbalance between CPMP members in  their
appointment and acceptance or Rapporteur/Co-Rapporteurships, the Committee strongly suggests that
future applicants should make three to four proposals for either Rapporteur or Co-Rapporteur.

The Committee discussed a document to establish criteria for the CPMP to assess clinical efficacy of new
anti -HIV medicinal product. This document, which summarises the  type of clinical data expected in
support of an application for marketing authorisation, will be available during January 1996. Approval of a
product should be based on data demonstrating clinical benefit of relevance to the patients.  Comments on
this document will be invited.

     Multistate        Procedures   

The Committee adopted positive opinions on three and a negative opinion on one (non binding) multi-
state procedures, to be forwarded to the Member State competent authorities for granting marketing
authorisation. These are added to the  previous positive opinions adopted in 1995, now totalling 45.

    Pharmacovigilance   

The CPMP examined the risk of transmission of Creutzfeld-Jakob disease (CJD) via plasma-derived
medicinal products. CJD is a very rare disease, and there is no experimental or epidemiological evidence of
transmission of the disease via such medicinal products, which would lead to a discussion about possible
recall and quarantine of batches of plasma-derived medicinal products. As the risk of transmission is
considered theoretical, it does not appear scientifically justified to recall batches. The issue will be re-
evaluated at regular intervals depending on the availability of epidemiological data and their scientific
evaluation.
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    Scientific        Advice

An advice letter, dealing with answers to pre-submission inquiries about one product was adopted by the
Committee. This is added to the six previous scientific advice given to companies.

    CPMP/ICH Guidelines   

Five ICH Topics Step 4 were adopted by the Committee and will be implemented July 1996:
• “Clinical study reports: format and content” [ICH Topic E3] (CPMP/ICH/137/95)
• “Quality of biotechnological products: analysis of the expression construct in cell lines used for

production of r-DNA derived protein products” [ICH Topic Q5B] (CPMP/ICH/139/95)
• “Quality of biotechnological/biological products: stability testing of biotechnological/biological

products”[ICH Topic Q5C] (CPMP/ICH/138/95)
• “Guideline on the need for carcinogenicity studies of pharmaceuticals” [ICH  Topic S1A]

(CPMP/ICH/140/95)
• “Reproductive toxicology: toxicity to male fertility” [ICH Topic S5B] (CPMP/ICH/136/95

Six ICH Topics Step 2 were released for a six month consultation period:
• “Guidelines for the photostability testing of new drug substances and products” [ICH Topic Q1B]

(CPMP/ICH/279/95)
• “Stability testing requirements for new dosage forms” {ICH Topic Q1C] (CPMP/ICH/280/95)
• “Validation of analytical procedures: methodology” [ICH Topic Q2B] (CPMP/ICH/281/95)
• “Impurities in new drug products” [ICH Topic Q3B] (CPMP/ICH/282/95)
• “Quality of biotechnological products: viral safety evaluation of biotechnology products derived from

cell lines of human or animal origin” [ICH Topic Q5A] (CPMP/ICH/295/95)
• “Clinical safety data management: periodic safety update reports for marketed drugs” [ICH Topic E2C]

(CPMP/ICH/288/95)
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The Press Release as well as other general information concerning the EMEA (e.g. including the European
Public Assessment Report) are also accessible via the Internet: http://www.eudra.org
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