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� Regulators should give priority to
trials versus established treatment
instead of placebo.

When a new drug is introduced to
the market, healthcare profes-
sionals and patients want to

know how it compares with existing
treatments. Unfortunately, data submit-
ted by the company to support its mar-
keting application rarely provide satis-
factory answers to this question. 

Patients and healthcare professionals
are increasingly demanding that all new
drugs be compared with standard treat-
ments before they are authorised. Yet, in
late 2010 the European Medicines
Agency (EMA) launched a public con-
sultation in which it proposed to make
this type of comparison the exception,
while placebo-controlled trials would
become the accepted norm (1).

EMA’s proposal ignores patients’
needs. Not only does the EMA’s position
ignore current scientific standards which
recommend that clinical trials compare a
new treatment with the best existing
option rather than with placebo, but it
also flies in the face of the World Medical
Association’s Declaration of Helsinki
which states in article 32 that: “The ben-
efits, risks, burdens and effectiveness of a new
intervention must be tested against those of the
best current proven intervention, except in
the following circumstances:

The use of placebo, or no treatment, is
acceptable in studies where no current proven
intervention exists; or

Where for compelling and scientifically
sound methodological reasons the use of place-
bo is necessary to determine the efficacy or safe-
ty of an intervention and the patients who
receive placebo or no treatment will not be sub-
ject to any risk of serious or irreversible harm.
Extreme care must be taken to avoid abuse of
this option” (2).

An unacceptable step backwards.
There is a considerable divergence
between the EMA’s proposal and inter-
national scientific and ethical principles.
The Medicines in Europe Forum, Asso-
ciation Internationale de la Mutualité, the
International Society of Drug Bulletins
(ISDB) and Prescrire call for firm rejection
of the EMA proposal (3).

©Prescrire

1- European Medicines Agency “Reflection paper on
the need for active control in therapeutic areas
where use of placebo is deemed ethical and one or
more established medicines are available”
www.ema.europa.eu accessed 27 April 2011:
9 pages.
2- World Medical Association “Declaration of Helsin-
ki - Ethical Principles for Medical Research Invol-
ving Human Subjects” www.wma.net accessed
27 April 2011: 7 pages.
3- AIM, ISDB, MiEF “EMA suggestions on com-
parative clinical trials fall back behind ethical and sci-
entific standards” http://english.prescrire.org
accessed 27 April: 2 pages.

Translated from Rev Prescrire July 2011; 31 (333): 535

European Medicines Agency:
an unacceptable choice

25- Gréhant M “L’expérience du cercle pluriprofes-
sionnel (CPP) de Figeac” Poster Rencontres  Prescrire
Bruxelles Mai 2010.  www.prescrire.org accessed 23
December 2010: 1 page.
26- Pestiaux D and Vanthuyne D “Médecine
générale: apprendre à travailler en pluridisciplinar-
ité” Rev Prescrire 2009; 29 (311): 703.
27- Brami J and Amalberti R “La sécurité du patient
en médecine générale” Springer, Paris 2010:
116 pages.
28- Prescrire Editorial Staff "Swiss doctor-pharma-
cist "quality circles": confirmed benefits" Prescrire
Int 2009 ; 18 (99) : 41-42.
29- Prescrire Rédaction “Rapport sur la sécurité
anesthésique” Rev Prescrire 1996; 16 (162): 397-398. 
30- Prescrire Rédaction “Risque anesthésique en
baisse” Rev Prescrire 2004; 24 (247): 111.
31- Papiernik É et al. “Audit des pratiques obstétri-
cales  : influence sur la mortalité périnatale” Bull
Acad Nat Med 2005; 189 (1): 71-85.
32- Papiernik É et al. “Amélioration de la sécurité
des patients: réduction des événements indésirables
liés aux soins” Presse Med 2007; 36 (9): 1255-1261.

33- Carrabin N et al. “Impacts des revues de mor-
bidité-mortalité. Expérience du réseau Aurore de
2005 à 2007” J Gynecol Obstet Biol Reprod 2009; 38:
328-334. 
34- Denis B et al. “Two years of mortality and mor-
bidity conferences in a hospital gastrointestinal
endoscopy unit” Gastroenterol Clin Biol 2003; 27 (12):
1100-1104.
35- Leonard M et al. “The human factor: the criti-
cal importance of effective teamwork and commu-
nication in providing safe care” Qual Saf Health Care
2004; 13 (Suppl 1): i85-i90.
36- Prescrire Rédaction “Sortir du silence” Rev
Prescrire 2007; 27 (288): 721.
37- Prescrire Rédaction “Éviter l’Évitable: Pro-
gramme de prévention des erreurs liées aux soins”
Rev Prescrire 2008; 28 (293 Lettre aux Abonnés): II.

Downloaded from english.prescrire.org on 13/06/2026 
Copyright(c)Prescrire. For personal use only.


