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“Adaptive pathways”

A joint briefing paper endorsed by
HAI Europe, ISDB, Institut Mario Negri,
Medicines in Europe Forum, Nordic
Cochrane Centre and Wemos is avail-
able at english.prescrire.org/Advancing
healthcare policy/A recap of actions in
2015.

® The aim of the “adaptive pathways”
proposed by the European Medicines
Agency (EMA) is to shorten the pro-
cess for bringing drugs onto the mar-
ket, by relaxing the requirements for
proof of efficacy and safety that apply
to conventional marketing authorisa-
tion (MA) procedures.

® The alleged benefits of adaptive
pathways are that patients would have
early access to new drugs and phar-
maceutical companies’ revenues
would increase as a result, making the
European market an attractive one.

® Yet many accelerated or compas-
sionate-use MA procedures are
already in place to provide early
access to new drugs for patients with
serious conditions and in whom any
existing treatments have failed.

® The principle of adaptive pathways
is based on evaluation of drugs after
rather than before authorisation. Yet
MAs granted subject to continued
evaluation already exist, and pharma-
ceutical companies rarely fulfil their
obligations concerning these post-
authorisation studies.

® If adaptive pathways are intro-
duced, it could lead to a situation in
which MAs granted on the basis of
very limited evaluation become the
norm, even when no pressing public
health need exists.

® The authorisation of drugs through-
out the European Union after limited
evaluation places the patients who
take them at unnecessary risk. These
drugs could cause considerable harm

: EMA’ s dangerous plan

before their adverse effects are finally
recognised and their MAs withdrawn.

® The EMA’s adaptive pathways pilot
project, launched in March 2014, was
not submitted to the European Parlia-
ment or the Council of Europe for
approval. By trying to change current
practices without any prior debate or
valid legal basis, it undermines the
democratic process.

@ It paves the way for the deregula-
tion of MA procedures and strength-
ens the pharmaceutical industry’s
control over health technology assess-
ment bodies, prescribers and patients.

® As of 2016, the main barrier to
access to new drugs is nhot how long
it takes drug regulatory agencies and
health technology assessment bodies
to evaluate them, it is their price.
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New PRrobucTs

— Dulaglutide in type 2 diabetes

ADVERSE EFFECTS

— Ruxolitinib and polycythaemia vera

— Ibrutinib and Waldenstrom’s macroglobulinaemia
— Intravenous cangrelor and coronary angioplasty
— Prucalopride and chronic constipation in men

— Metoclopramide, domperidone: sudden
cardiac death, ventricular arrhythmia

— Anastrozole: carpal tunnel syndrome

— Idelalisib: deaths from infections

— Quinine, cramps and heart failure: deaths

Presounre® Coming soon...

REvVIEWS

— Actinic keratosis
— Exercise useful for elderly women
— Ezetimibe + statin: insufficient clinical benefit

Outlook
P

— Welcome to MedDRA: a complex
and little-evaluated tool
— Proven advances too rarely put into practice
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