No early approval for drugs that
fail to offer major therapeuticadvan-
tages.

sion released a consultation paper on

the draft Regulation governing “con-
ditional marketing authorisation”, i.e.
market approval granted on the basis of
incomplete assessment data. This con-
sultation paper suggested that some drugs
might be approved too prematurely, for
situations in which there was no special
urgency justifying early approval (1-3).
The version of the Regulation finally
adopted in March 2006 represents an
improvement (4).

I n late 2004 the European Commis-

Stricter criteria. Conditional mar-
ketingauthorisation will be granted only
if:

“- the risk-benefit balance of the medici-
nal product is positive;

- unmet medical needs will be fulfilled;

- the benefit to public health (...) out-
weighs the risk inherent in the fact that addi-
tional data are still required” .

‘Unmet medical needs’ “means a con-
dition for which there exists no satisfactory
method of diagnosis, prevention or treatment
authorised in the Community or, even if such
amethod exists, in relation to which the med-
icinal product concerned will be of major
therapeuticadvantagetothose affected” (arti-
cle 4) (4).

Transparency obligation. The
European Medicines Agency (EMEA)
is required to publish the list of obliga-
tions that recipients of conditional mar-
keting authorisation must fulfil (clini-
cal trials to be completed, further stud-
ies “with a view to confirming that the risk-
benefitbalanceispositive”), along with the
deadline for meeting each obligation
(article 5) (4).

The summary of product characteris-
tics (SPC) and patientinformation leaflet
must mention the ‘conditional’, ‘provi-
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if properly applied

sional’ nature of market approval, as
well asits expiry date (unless renewed).

Conditional marketing authorisation
is valid for one year (article 6). Requests
for renewal must be accompanied by an
interim report on how the company has
dealt with commitments to carry out
required additional research. The licens-
ing committee will then decide whether
the authorisation should remain condi-
tional, and whether the obligations
and/or deadlines should be modified. If
conditional marketing authorisation is
maintained, it becomes valid until the
decision is made to grant or refuse full
approval (4).

We will be keeping a close eye on the
proper implementation of these mea-
sures.

©Prescrire

Selected references from Prescrire’s litera-
ture search.

1- Prescrire Rédaction “Le projet de réglement
sur 'autorisation conditionnelle de mise sur le
marché desmédicaments meten dangerles pop-
ulations” 22/12/2004.Website Prescrire www.
prescrire.org.

2- “Directive 2004/27/EC of the European
Parliament and of the Council of 31 March
2004 amending Directive 2001/83/EC on the
Community code relating to medicinal prod-
ucts forhuman use” Official Journal of the Euro-
pean Union 30 April 2004: L136/34-L136/57.
3- “Commission Directive 2003/63/EC of 25
June 2003 amending Directive 2001/83/EC
of the European Parliament and of the Coun-
cil on the Community code relating to med-
icinal products for human use “ (and replac-
ing annexe 1) Official Journal of the European
Union 27 June 2003: L159/46-L159/94.

4- “Commission Regulation (EC) N° 507/2006
of 29 March 2006 on the conditional market-
ing authorisation for medicinal products for
human use falling within the scope of Regula-
tion (EC) N° 726/2004 of the European Parlia-
ment and of the Council “Official Journal of the
European Union 30 March 2006: L92/6-1.92/9.

X

SOLIDARITY
SUBSCRIPTION RATES

Solidarity Subscription Rates for Prescrire Inter-
national are available for health professionals
and NGOs working in low income countries
(GNP lower than 10,000 USD).

Individuals .........cooveviviiiiiiieie, 43 € (53 USD)
Students .....oveeieieieeeeee e, 31€ (38USD)
Institutions

(Health organisations, universities...) ..... 112 € (139 USD)
Commercial companies ............ccceveennn. 283 € (351 USD)

The low income countries are those OUTSIDE the
following list:

Andorra, Australia, Austria, the Bahamas, Bahrain, Belgium,
Bermuda, Brunei, Caiman Island, Canada, Cyprus, Denmark, Finland,
France, Germany, Greece, Greenland, Hong Kong, Iceland, Ireland,
Israel, ltaly, Japan, Korea Republic, Kuwait, Liechtenstein, Luxemburg,
Macao, Malta, Monaco, the Netherlands, NewZealand, Norway, Puer-
to Rico, Portugal, Qatar, Singapore, Slovenia, Spain, Sweden, Switzer-
land, United Kingdom, United Arab Emirates, United States of Ameri-
ca.

Payments may come from subscribers directly or from third persons
or organisations whose address is not in a low income country.

Please pass on this information to your friends,
colleagues or correspondents working in such countries.

For sample issues and further information, send the form
below fo :
International Susbcription Service
Prescrire International
75558 PARIS CEDEX 11, FRANCE
Fax:33 149 2376 48
E-mail : international@prescrire.org

[] Please send a sample issue of Prescrire International and
ordering information with Solidarity Subscription Rates to :

YOUF NAME: ittt
COUNIY: ittt
Subscription n° (if known): ..o

PRESCRIRE INTERNATIONAL OCTOBER 2006/voLUME 15 N° 85 @ 199
Downloaded from english.prescrire.org on 29/11/2025
Copyright(c)Prescrire. For personal use only.



