
The European Agency for the Evaluation of Medicinal Products
Directorate

7 Westferry Circus, Canary Wharf, London, E14 4HB, UK
Tel.  (44-20) 74 18 84 00   Fax (44-20) 74 18 84 09

E-mail: mail@emea.eudra.org     http://www.eudra.org/emea.html
EMEA 2000 Reproduction and/or distribution of this document is authorised for non commercial purposes only provided the EMEA is acknowledged

London, Friday 9 June 2000
Doc. Ref: EMEA/D/16906/00

Outcome of public consultation on new EMEA transparency initiatives

A consultation exercise was launched in February 2000 to gather comments on two new transparency
initiatives proposed by the EMEA (EMEA/D/6135/00). Comments were invited on the following:

- Publication of a Summary of opinion for all CPMP and CVMP opinions on the granting of a
marketing authorisation. These would be published on the day of adoption of the opinion and be
made available for positive and negative opinions.

- The development of an EMEA post-marketing communication strategy.

Contributions were received from the following:

§ AESGP
§ EFPIA
§ European AIDS Treatment Group
§ European Consumers’ Organisation (BEUC)
§ FEDESA
§ HAI Europe
§ International Society of Drug Bulletins
§ Pharmaceutical Group of the European Union

Copies of these contributions are attached.

The EMEA Management Board considered the contributions received at its meeting of 7 June 2000
and decided the following with effect from July 2000:

1. Summaries of opinion (both positive and negative) will be published 15 days after the adoption of
CPMP opinions, once the right of appeal has expired and the opinion has become final. Opinions
that are appealed will therefore not be published until they are final.

2. All applicant companies will similarly be requested not to communicate before ‘day 15’. This will
be monitored by the EMEA in liaison with EFPIA during a period of 6 months.

3. The template annexes I and II were adopted, with some technical amendments to take into account
comments from interested parties.

4. Separate discussions will be held with FEDESA to clarify their position. Pending the outcome of
these discussions, the ‘60-day’ publication policy will continue to apply to all CVMP opinions.
Template annexes III and IV of the original consultation paper will therefore not be used at this
time.

5. A workshop will be convened in autumn 2000 with interested parties to consider a strategy for
post-marketing communication.

6. The Management Board will finalise its position at its meeting on 20 December 2000.
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Annex I
Template to be used for a final positive or negative CPMP opinion

COMMITTEE FOR PROPRIETARY MEDICINAL PRODUCTS SUMMARY OF OPINION*
for <name of the product>

International Non-proprietary Name (INN): <name of the active substance>

On <date of the adoption of the opinion> the Committee for Proprietary Medicinal Products (CPMP)
adopted a <positive/negative> opinion <to/not to> recommend the granting of a marketing
authorisation for the medicinal product <name of the product> intended for <treatment of
/prophylaxis against/diagnosis of> <disease>. The applicant for this medicinal product is <name of
the company>.

The active substance of <name of the product> is a <therapeutic class – cfr. ATC system and brief
description of mode of action>.

(For a positive opinion)

• The benefits with <name of product> relate to its <brief statement on the character of the main
clinical benefits in terms of the approved indication(s)> and its most significant side effects relate
to <brief statement on the character of the main safety concerns>.

The approved indication is for <the indication as worded in the CPMP approved SPC>. <It is
proposed that <name of the product> is prescribed by physicians experienced in the treatment of
<disease>>. Detailed conditions for the use of this product will be described in the Summary of
Product Characteristics (SPC) which will be published in the European Public Assessment Report
(EPAR) and will be available in all official European Union languages after the marketing
authorisation has been granted by the European Commission.

The CPMP, on the basis of quality, safety and efficacy data submitted, considers that there is a
favourable benefit to risk balance for <name of the product> and therefore recommends the granting of
the marketing authorisation <under exceptional circumstances**>.

(For a negative opinion)

The grounds for the negative opinion relate to the following points:

• <Brief statements on the major grounds for refusal of the marketing authorisation)>.

The CPMP, on the basis of quality, safety and efficacy data submitted, considers that there is an
unfavourable benefit to risk balance for <name of the product> and therefore cannot recommend the
granting of the marketing authorisation.

__________________________________________________________________________________
* Summaries of opinion are published without prejudice to the Commission Decision, which will normally be

issued within 90 days from adoption of the Opinion.
** Marketing authorisation under exceptional circumstances refers to the fact that in exceptional

circumstances an authorisation may be granted subject to certain specific obligations, to be reviewed
annually.
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Annex II
Template to be used for an amended CPMP opinion further to new information*
or to a request from the European Commission in the framework of the Standing

Committee procedure

COMMITTEE FOR PROPRIETARY MEDICINAL PRODUCTS SUMMARY OF OPINION**
for <name of the product>

International Non-proprietary Name (INN): <name of the active substance>

On <date of the adoption of the opinion> the Committee for Proprietary Medicinal Products (CPMP),
having considered new information, adopted a <positive/negative> opinion <to/not to> recommend
the granting of a marketing authorisation for the medicinal product <name of the product> intended
for <treatment of /prophylaxis against/diagnosis of> <disease>. <Brief statement on the background
with dates>. The Applicant for this medicinal product is<name of the company>.

The active substance of <name of the product> is a <therapeutic class –cfr. ATC system and brief
description of mode of action>.

(For a positive opinion)

• The benefits with <name of product> relate to its <brief statement on the character of the main
clinical benefits in terms of the recommended indication(s)> and its most significant side effects
relate to <brief statement on the character of the main safety concerns>.

The approved indication is for <the indication as worded in the CPMP approved SPC>. <It is
proposed that <name of the product> is prescribed by physicians experienced in the treatment of
<disease>>. Detailed conditions for the use of this product will be described in the Summary of
Product Characteristics (SPC) which will be published in the European Public Assessment Report
(EPAR) and will be available in all official European Union languages after the marketing
authorisation has been granted by the European Commission.

The CPMP, on the basis of quality, safety and efficacy data submitted, considers that there is a
favourable benefit to risk balance for <name of the product> and therefore recommends the granting of
the Marketing Authorisation <under exceptional circumstances***>.

(For a negative opinion)

The grounds for the negative opinion relate to the following points:

• <Brief statements on the major grounds for refusal of the Marketing Authorisation: (indicate as
per category in the annex of the List of Questions template)>.

The CPMP, on the basis of quality, safety and efficacy data submitted, considers that there is an
unfavourable benefit to risk balance for <name of the product> and therefore cannot recommend the
granting of the Marketing Authorisation.

__________________________________________________________________________________
* See Conduct of Pharmacovigilance for Centrally Authorised Products, CPMP/183/97, page 7.
** Summaries of opinion are published without prejudice to the Commission Decision, which will normally be

issued within 90 days from adoption of the Opinion.
*** Marketing authorisation under exceptional circumstances refers to the fact that in exceptional

circumstances an authorisation may be granted subject to certain specific obligations, to be reviewed
annually.










































