
PRESCR IRE INTERNATIONAL OCTOBER 2006/VOLUME 15 N° 85 • 199

E G U L ATO RY  N E W Sr

● No early approval for drugs that
fail to offer major therapeutic advan-
tages.

In late 2004 the European Commis-
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).

Stricter criteria. Conditional mar-
keting authorisation 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
a method exists, in relation to which the med-
icinal product concerned will be of major
therapeutic advantage to those 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-
benefit balance is positive”), along with the
deadline for meeting each obligation
(article 5) (4).

The summary of product characteris-
tics (SPC) and patient information leaflet
must mention the ‘conditional’, ‘provi-

sional’ nature of market approval, as
well as its 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.
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